26

[image: image1.jpg]



THE EURASIAN ECONOMIC COMMISSION
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RECOMMENDATION
	March 28, 2023
	No. 6 
	Moscow


On common approaches to the activities of organizations of the Eurasian Economic Union Member States authorized to inspect medical device manufacturing facilities
Pursuant to Paragraph 2 of Article 3 of the Agreement on Unified Principles and Rules for the Circulation of Medical Devices (Medical Accessories and Medical Equipment) within the Eurasian Economic Union dated December 23, 2014 and Paragraph 3 of Decision No. 106 of the Eurasian Economic Commission's Council dated November 10, 2017 “On the Requirements for the Implementation, Maintenance and Evaluation of the Medical Devices Management System Depending on the Potential Risk of Their Use”, the Board of the Eurasian Economic Commission 
recommends that starting from the publication date of this Recommendation on the Eurasian Economic Union's official website, the Eurasian Economic Union Member States:
1. Apply common approaches to the activities of organizations of the Eurasian Economic Union Member States authorized to inspect medical device manufacturing facilities, according to the Annex.
2. Consider that the requirements for organizations of the Eurasian Economic Union Member States to be authorized to inspect medical device manufacturing facilities as stipulated by the Guidelines for Assessing and Authorizing the Organizations of the Eurasian Economic Union Member States to Inspect Medical Device Manufacturing Facilities (Annex to Recommendation No. 22 of the Eurasian Economic Commission's Board dated September 13, 2021) are to be understood as common approaches stipulated by this Recommendation.
	Chairman of the Board
of the Eurasian Economic Commission
	M. Myasnikovich


ANNEX
to Recommendation of the Board 
of the Eurasian Economic Commission
No. 6 dated March 28, 2023
COMMON APPROACHES
to the activities of organizations of the Eurasian Economic Union Member States authorized to inspect medical device manufacturing facilities
I. General Provisions
1. This document defines unified approaches to the activities of organizations authorized to inspect medical device manufacturing facilities within the Eurasian Economic Union (hereinafter, the “Union”) subject to the Requirements for Implementing, Maintaining and Assessing the Quality Management System for Medical Devices Depending on the Potential Risk of Their Use, approved by Decision No. 106 of the Eurasian Economic Commission's Council dated November 10, 2017 (hereinafter, respectively, the “inspection” and the “Quality Management System Requirements”).
2. For the purpose of this document, the following terms are used in the following meanings: 
“External expert” means an individual who is not an employee of the inspecting organization, has the professional knowledge, skills, qualifications, experience and competence necessary to conduct the inspections, and provides an expert opinion on specific matters as a technical expert; 
“Group of persons” is used in the meaning defined by the Protocol on General Principles and Rules of Competition (Annex No. 19 to the Treaty on the Eurasian Economic Union dated May 29, 2014);
“Inspector” means an employee of the inspecting organization having the professional knowledge, skills, qualifications and experience necessary to conduct the inspection;
“Final assessor” means an inspector not directly involved in the inspection who analyzes and evaluates the inspection results.
Other terms used in this document have the meanings defined by the acts in the field of circulation of medical devices that are part of the Union law.
II. Legal and contractual matters
3. For the purpose of this document, an inspecting organization is understood as an entity defined in Paragraph 2 of the Quality Management System Requirements. 
4. If the inspecting organization has branches performing any part of the inspection procedures, such an organization is to determine the functions of its branches and control their implementation.
5. The inspecting organization (if its functions are not performed by a competent authority) concludes an agreement with the manufacturer of medical devices (hereinafter, the “manufacturer”) enabling the employees of the competent authority to 
monitor the inspection conducted by the inspecting organization. Such an agreement should provide that the employees of the competent authority have access to documents and reporting materials following the inspection and to the decision-making process.
6. The inspecting organization concludes an agreement with the manufacturer under which documents and reporting materials with inspection results may be transferred to other competent authorities with which non-disclosure agreements have been signed.
III. Ensuring impartiality
7. The inspecting organization is a legal entity that is independent of the manufacturer inspected, is not a member of a group of persons with the manufacturer or other business entities representing the manufacture, or its competitors. 
8. The inspecting organization documents and implements a procedure for protecting and maintaining independence, objectivity and impartiality across the organization, with respect to external experts and during the inspection process to prevent or resolve conflicts of interest for the avoidance of any adverse impacts on the inspection process. Such a procedure will make it possible to effectively identify, investigate and resolve situations in which a conflict of interest may arise. The inspecting organization documents the investigations, their results and the decisions taken in connection therewith.
9. The top management of the inspecting organization and persons involved in inspections should not:
be developers, manufacturers, suppliers, assemblers, distributors, importers, buyers, owners or users of medical devices, the manufacture of which they assess, or carry out maintenance (repair) of such medical devices, or act as authorized representatives of such persons;
take part in the development, production or design, sale, installation (including commissioning), use or maintenance (repair) of medical devices, the manufacture of which they assess, or represent persons engaged in such activities, or take part in any activity that may compromise the independence of their judgments or impartiality with respect to inspections conducted or that may create prerequisites for the emergence of a conflict of interest;
offer or provide any services that may affect their independence, impartiality, objectivity or create a conflict of interest (in particular, offer or provide consulting services to a manufacturer, its authorized representative, supplier or competitor in terms of development, manufacture, sale, installation, use, maintenance or repair of a medical device);
use the services of organizations or individuals that provided consulting services to the manufacturer, its authorized representative or supplier being inspected in terms of applying the Quality Management System Requirements for 3 years from the date of the last consulting service provided to such persons. 
Competent authorities and inspecting organizations may provide consulting services on applying the procedures related to the registration of medical devices, as part of the implementation of the acts of the Union authorities or the legislation of the Union Member States (hereinafter, the “Member States”) regulating the provision of such services in the territory of a Member State. 
The provisions of this paragraph do not apply to the conduct of trainings in the field of circulation of medical devices, the study of quality management systems or the application of relevant standards without taking into account the peculiarities of the manufacture of medical devices of an individual company.
10. The inspecting organization documents the involvement of employees in consulting activities related to the circulation of medical devices before their employment by the inspecting organization and takes measures to prevent the occurrence of a conflict of interest.
11. If before their employment by the inspecting organization, the employees of the inspecting organization were employed by the manufacturer or its affiliates or provided consulting services to them within the scope of their official authority, they must not be involved in the inspection and preparation of inspection results of manufacturers or their affiliates for which they worked or provided consulting services for 3 years from the date of their employment termination or the date of the last consulting service.
12. The inspecting organization should not promise or guarantee positive inspection results or create the impression that the inspection results depend on the financial or other terms of the inspection contract (hereinafter, the “contract”).
13. The inspecting organization takes necessary measures to ensure the independence, impartiality and objectivity of the inspection conducted by its branches, and documents the results of the implementation of such measures.
14. To ensure impartiality, an inspector should not act as an inspection team leader for more than 3 consecutive inspections of the same manufacturer, but may be a member of the inspection team inspecting that manufacturer.
15. The inspecting organization ensures that persons participating in the inspection process comply with the inspecting organization's rules regarding non-disclosure of confidential information and detachment from any commercial or other interests, which should be formalized as a written obligation (confirming, among other things, the absence of any existing or previous business relations with the manufacturer under inspection). The above obligation is signed for a duration of 1 year with an option to make alterations and is kept by the inspecting organization for the period mandated by the legislation of the Member State.
IV. Organizational structure, resources and top management of the inspecting organization
16. The inspecting organization designates its top management (the head and/or deputy head of the inspecting organization) having all the authority and responsible for the inspecting organization's activities in terms of:
a) defining and implementing the quality policy;
b) development and approval of quality guidelines;
c) development of key activities and procedures; 
d) controlling the implementation of key areas of activity and the functioning of the inspecting organization;
e) controlling its financial, material, technical, human and information resources;
f) ensuring the development of procedures for the provision of services and inspection activities;
g) organizing the inspection process;
h) making decisions based on the inspection results;
i) making decisions based on the review of appeal results; 
j) ensuring compliance with the terms of contracts;
k) improving the inspectors' professional knowledge and skills;
l) providing the resources necessary for the implementation of inspection activities. 
17. The inspecting organization should have material, technical, human and information resources required for the inspection process.
18. The inspecting organization takes measures to improve the skills of its employees in terms of applying the requirements set forth by the Member States' legislation in the field of circulation of medical devices, standards, research (testing) and measurement methods, as well as best practices (including international ones) in this area, including through the participation in educational events organized by the competent authority.
19. The inspecting organization conducts inspections taking into account the provisions of the guidelines and methodological recommendations in effect within the Union and implemented in the activities of the inspecting organization (except where such guidelines and methodological recommendations cannot be applied for objective reasons).
20. The inspecting organization documents the authorities, responsibilities and accountability of employees who are (may be) involved in the inspection or the decision-making process.
21. The inspecting organization should have documented procedures to ensure that the employees of the inspecting organization do not assess their performance and are not involved in the approval of its results. 
22. Before making a final decision on the inspection results, the performance of the inspector or the inspection team are checked and approved by a final assessor.
V. Quality management system of the inspecting organization
23. The inspecting organization develops, documents, implements and maintains a quality management system in accordance with the scope of its authority and the scope of inspection.
24. The inspecting organization develops and documents a process for carrying out the following procedures:
a) submitting an application for inspection;
b) processing the inspection application (verifying the completeness of documents submitted, the purpose of the medical device, including based on the basic principles of classifying products as medical devices and their classification);
c) choosing the language of documents in which the inspecting organization may assess the documentation of the manufacturer's quality management system during on-site inspection; 
d) working with translators;
e) planning, conducting initial, periodic (scheduled) and unscheduled inspections and drawing up relevant reports;
f) identifying the production sites of the manufacturer and/or its critical suppliers to be inspected;
g) appointing inspectors and final assessors to carry out specific work in accordance with the scope of their competence;
h) making a decision based on the inspection results;
i) controlling the implementation of corrective actions with respect to nonconformities identified during the inspection process;
j) review of appeals;
k) certification of persons participating in inspection activities.
25. The inspecting organization retains records of persons involved in inspection activities, completed inspection work, manufacturers, appeals, and corrective actions for at least 10 years.
26. The inspecting organization evaluates, monitors and analyzes its activities to collect information concerning its impartiality in making decisions on identified nonconformities and the uniformity of reports, and provides feedback to the manufacturer.
27. The top management of the inspecting organization determines a procedure for conducting a regular (but at least once a year) analysis of the quality management system to ensure its continued effectiveness and efficiency (including in order to comply with the provisions of this document), including the analysis of the following indicators:
a) inspection results;
b) the results of internal inspections (internal audits);
c) feedback from manufacturers and stakeholders on matters related to compliance with this document;
d) changes in the inspecting organization that may affect the quality management system; 
g) corrective and preventive actions taken (including those resulting from previous reviews of the quality management system by top management) and the status of their implementation; 
f) results of appeal reviews;
g) achievement of goals and quality indicators.
28. The inspecting organization conducts internal inspections (internal audits), including with respect to its branches participating in the inspection process, at least once a year.
29. The inspecting organization should have a documented procedure for taking corrective actions, which includes the development of procedures for identifying and managing nonconformities found during the audit in order to eliminate them and prevent their recurrence.
30. As part of implementing corrective actions, approaches should be established to:
a) identifying nonconformities;
b) determining the causes of nonconformities;
c) elimination of nonconformities;
d) evaluating the need for action to prevent recurrence of nonconformities.
VI. Persons involved in the inspection process 
31. The inspecting organization ensures the necessary level of competence of its employees, taking into account the provisions of this section.
32. The top management of the inspecting organization develops and implements procedures for the appointment and/or selection of persons participating in inspection activities, verification of their competencies, distribution of powers and certification of such persons, taking into account the list of groups and subgroups of medical devices (Annex No. 2 to the Quality Management System Requirements), as well as initial and subsequent training of employees.
33. The inspector, the final assessor and the external expert should have higher education with a specialization in medicine, natural and/or technical sciences, biomedical technologies or engineering. The inspection organization should document, with appropriate justification, each case of non-compliance of the inspector, final assessor or external expert with the specified criterion.
34. Candidates for the position of inspector should have at least 3 years of experience in assessing the safety, quality and efficiency of medical devices and/or state control over the circulation of medical devices candidates for the position of final assessor should have at least 4 years' experience and knowledge in the following areas:
production processes and technologies that are used by manufacturers of medical devices;
requirements for the efficiency and safety of medical devices, technologies and risks of their medical use;
standards for the medical device quality management and risk management systems;
foundations of probability theory and statistics (including methods for determining the levels of confidence with respect to a representative sample and regression analysis).
The knowledge specified in indents three and four of this paragraph should be confirmed in terms of understanding the characteristics of groups and subgroups of medical devices as specified in the list of medical device groups and subgroups.
35. In exceptional cases, in agreement with the competent authority, candidates for the positions of inspector and final assessor may have less work experience or work experience in a field not specified in Paragraph 34 of this document. 
36. Candidates for the positions of inspector and final assessor should have:
technical knowledge (gained through experience and specialized expertise required for working in a specific field);
practical skills (project management, teamwork, effective use of information technology);
adaptability, attentiveness, critical and analytical thinking, communication skills, stress resilience, etc.
The knowledge, skills, and qualities mentioned in this paragraph are evaluated by the inspecting organization during the hiring process, certification procedures, and other activities aimed at determining the qualification level of employees.
37. Within the time limits established by the inspecting organization, inspectors and final assessors should complete the training organized by the competent authority, which may include studying new requirements or changes in the requirements that were not previously included in the employee's training course. The training completion is confirmed by a relevant document and is counted as a continuous improvement of professional knowledge and skills.
38. Inspectors, before being authorized to conduct inspections, and final assessors should be trained in the following subjects: 
at least 32 hours of training dedicated to studying medical device quality management systems (including 8 hours of training focused on understanding the peculiarities of assessing the conformity of medical device quality management systems in accordance with recommendations from the International Medical Device Regulators Forum (IMDRF)); 
at least 32 hours of training dedicated to studying the acts in the field of circulation of medical devices included in the Union law, as well as additional trainings in the amount necessary to study the acts regulating the activities of inspecting organizations included in the Union law;
at least 8 hours of training dedicated to studying the principles of analysis, assessment and risk management in the field of circulation of medical devices and their application in the quality management system;
at least 8 hours of training dedicated to studying the relevant standards, production process technologies, requirements for the characteristics and clinical aspects of the use of medical devices in relation to each group and subgroup of medical devices, taking into account the list of groups and subgroups of medical devices.
The results of the employee's training in accordance with indents two to four of this paragraph are confirmed by a document in the established form in accordance with the Member State's legislation. The results of an employee's training in accordance with indent five of this paragraph are confirmed by a document in the established form in accordance with the Member State's legislation or another document contemplated by the quality management system of the inspecting organization.
39. Employees involved in the inspection and the decision-making process following the inspection are encouraged to improve their professional knowledge and skills on an ongoing basis, including to:
annually study the changes in the regulatory requirements for medical devices within the Union, with a training period of at least 8 hours;
study the requirements of the relevant standards, production process technologies, requirements for the characteristics and clinical aspects of the use of medical devices by groups and subgroups of medical devices, taking into account the list of groups and subgroups of medical devices, with a training period of no less than 8 hours (as needed) at least once every 3 years. 
The results of the employees' training under this paragraph are confirmed by a document in the established form in accordance with the Member State's legislation or another document contemplated by the quality management system of the inspecting organization.
Only training that enhances an employee's professional competence or is intended to acquire new job-related skills that align with the position and responsibilities of an employee engaged in inspection or decision-making processes is considered as continuous professional development of knowledge and skills. Mandatory annual training on internal processes and procedures within the inspecting organization is not considered as continuous professional development of knowledge and skills. Inspecting organizations should not count additional hours of training beyond the required amount as part of continuous professional development of knowledge and skills for the following year. 
40. External experts confirm their professional qualifications, including by demonstrating their understanding of specific manufacturing processes and technologies utilized by medical device manufacturers.
41. To determine and assess the qualifications of inspectors, final assessors and external experts, the inspecting organization develops and implements a certification procedure for its employees and external experts, which includes, among other things, the qualification requirements for such persons. 
42. The employees of the inspecting organization and external experts undergo a certification (hereinafter, the “certification”) by the inspecting organization's certification commission including representatives of the competent authority.
43. Certification can be initial, regular and unscheduled. 
Initial certification determines the qualifications of the inspecting organization's employees and external experts to authorize them to conduct inspections. The validity of initial certification is 1 year.
Regular certification is conducted to confirm the qualifications of the inspecting organization's employees and external experts. Regular certification may be conducted in an absentia or remote form. The validity period of regular certification is 3 years. 
Unscheduled certification is conducted on the basis of a decision issued by the head of the inspecting organization, which is executed as an administrative document. The grounds for conducting unscheduled certification include the results of:
reviewing appeals, including those against decisions made following the inspection;
monitoring the work of the inspecting organization's employees and external experts;
verifying the records of persons involved in inspection activities.
44. The qualifications of the inspecting organization's employees and external experts are assessed by means of examinations, testing, interviews, or a combination of any of the above methods. During the certification process, the certification commission assesses the compliance of the inspecting organization's employees and external experts with the provisions of this document. The results of certification in the form of testing are recognized as positive if the person certified has successfully completed the test task (at least 75 percent of correct answers out of the total number of questions). The results of certification in the form of a qualification exam and/or an interview are recognized as positive if a decision is made by a simple majority of votes of the members of the certification commission present that the person certified complies with the provisions of this document. If the votes are tied, the deciding vote is held by the chairperson of the certification commission. In other instances, the certification commission decides that the certification is failed by the person certified.
45. Employees of the inspecting organization and external experts who have not passed certification may re-certify, but not earlier than 30 calendar days after the certification date and no more than once within 180 calendar days. Until passing a re-certification, such persons are not allowed to carry out inspection activities.
46. Decisions made by the certification commission are drawn up as appropriate protocols. The decision on the certification results of an employee of the inspecting organization and/or an external expert is made by the head of the inspecting organization. This decision is to be executed as an order of the head of the inspecting organization.
47. If the professional level of the inspector, final assessor or external expert does not comply with the provisions of this document, the inspecting organization develops a corrective action plan to bring the professional level of its employees in line with the provisions of this document.
48. The inspecting organization develops and implements a code of business ethics (hereinafter, the “Code”), which establishes, among other things, a mechanism for monitoring its compliance on the part of employees. A violation of any of the Code provisions will be considered separately, following which appropriate corrective action may be applied to the infringing employees.
Persons involved in inspection activities take into account the Code provisions in their work to maintain the integrity of the inspection process. The inspecting organization keeps statements of agreement with the Code provisions signed by the indicated persons. 
49. The statement referred to in Paragraph 48 of this document indicates the consent of the person involved in the inspection process to observe the following Code provisions:
a) act in a professional and ethical manner;
b) represent in good faith the competent authority and the inspecting organization;
c) not take any action that may damage the reputation or goals of the competent authority and the inspecting organization;
d) disclose past or current relationships or financial interests that may give rise to a conflict of interest, and notify the top management of a new conflict of interest (a potential conflict of interest after the relevant circumstances arise);
e) not enter into relationships that may affect the objectivity, impartiality or professional judgment during the inspection;
f) not accept from the manufacturer, its representatives, agents or other economic entities representing the manufacturer or its competitors any incentives, gifts, rewards, discounts or other material benefits;
g) impartially and unbiasedly record accurate data about the inspection results in the protocol and report;
h) not provide consulting services to manufacturers during the inspection process;
i) not disclose, whether orally or in writing, the information obtained during the inspection process to any third parties, other than the competent authority (except where the disclosure of such information is authorized in writing by the person inspected or is necessary in accordance with the Member State's legislation);
j) not use the information obtained during the inspection process for personal purposes;
k) not conduct inspections with the involvement of employees who do not have the required skills, knowledge or experience and are not officially included in the inspection team;
l) not conduct inspections without involving an interpreter (simultaneous interpreter) if the documents on the manufacture of medical devices are drawn up in a language that the inspectors do not speak, and/or if the manufacturer's representatives do not speak the language(s) that the inspectors know;
m) improve the quality of services provided by increasing the level of professional qualifications;
o) report violations of the Code to the top management and provide assistance in the investigation of such violations.
50. Persons involved in the inspection activities sign the statement specified in Paragraph 48 of this document once every 2 years.
VII. Engagement of external experts
51. If the inspecting organization engages external experts to conduct the inspection, its employees should have appropriate competence in the field of circulation of medical devices to verify the consistency and significance of objective evidence provided by external experts, as well as to conduct a final assessment and issue a report.
52. The inspecting organization has documented procedures for engaging external experts to conduct the inspection (including in terms of determining their competence and ensuring no conflicts of interest) and provides necessary information at the request of the competent authority. The inspecting organization obtains the consent of external experts to provide the competent authority with access to information about the actions they perform for the inspecting organization. 
53. The external expert is not the person responsible for the final assessment or making a decision on the inspection results.
VIII. Records of persons involved 
in the Inspection Activities 
54. The inspecting organization forms and updates records related to determining the competencies of persons participating in inspection activities and controlling the compliance of such persons' competencies with the provisions of this document (hereinafter, the “records”). The records are used to appoint inspectors and final assessors, and to engage external experts to conduct inspections. The records are formed taking into account the provisions of this document and include the following information:
a) last name, first name and patronymic (if any), position and contact information;
b) information about the education background, specialization and professional experience; 
c) results of competency assessment in accordance with this document;
d) certification scope in accordance with the subgroups of medical devices provided by the list of groups and subgroups of medical devices;
e) functional responsibilities within the inspection team;
f) information on the compliance of the acquired education, specialization and professional experience with the requirements for competencies necessary for the performance of functional duties;
g) information on professional development;
h) information about certification and subsequent recertification;
i) information on the inspection work carried out.
55. Records are kept up to date.
Records are updated if the education, specialization or professional experience of individuals involved in inspection activities changes. The records are annually reviewed and approved by the head of the inspecting organization.
If necessary, the inspecting organization submits the records to the authorized body. 
IX. Inspection reports
56. The inspecting organization draws up reports on the inspection results in the form and within the time limits stipulated by the Quality Management System Requirements (hereinafter, the “report”).
X. Confidentiality
57. The inspecting organization determines and documents the procedure for ensuring the confidentiality of information received by it during the inspection process.
58. The employees of the inspecting organization and external experts shall maintain professional secrecy with respect to the information obtained during the inspection process (except where such information needs to be disclosed in accordance with the Member State's legislation).
XI. Exchange of information between the inspecting organization (unless its role is performed by the competent authority) and the competent authority
59. The inspecting organization determines the structural unit responsible for timely exchange of information with the competent authority, including the preparation of responses to requests from the competent authority, and ensures its continuous work.
60. The inspecting organization informs the competent authority about substandard, counterfeit or falsified medical devices that pose a danger to the life and/or health of citizens within 5 working days from the date of their discovery.
61. The inspecting organization submits reports to the competent authority.
62. Within 5 working days from the date of changes affecting its authorization, the inspecting organization notifies the competent authority of such changes in writing (with attachment of documents confirming the changes), including changes in:
a) legal status or form of ownership;
b) organizational structure or top management;
c) quality guidelines of the inspecting organization;
d) actual location;
g) scope of authority as an inspecting organization; 
f) other changes concerning any matters that may affect the inspecting organization's compliance with the requirements necessary for the exercise of its powers.
XII. Exchange of information
63. If the inspecting organization terminates its relationships with the manufacturer, the organization submits, where necessary and subject to the manufacturer's consent, a copy of the last report, as well as a copy of the report for the previous period (if the inspection was conducted by the same inspecting organization) to the organization conducting further inspections. 
64. The inspecting organization ensures that the manufacturers have access to the following information on its official website on the Internet:
a) a detailed description of the inspection activities (including submission of applications for initial, regular (scheduled) and unscheduled inspections);
b) the form of the contract and the organization's details;
c) calculation of the standard duration and cost of inspection;
d) information about the procedure for reviewing appeals.
65. The inspecting organization provides access to information on the inspection results to the competent authorities of the Member States upon their request.
XIII. Conducting inspections
66. The nonconformities identified during the inspection process are assessed by the inspecting organization taking into account the integral assessment of the degree of significance of the nonconformities of the quality management system identified during the inspection of manufacturing with the Requirements for Implementing, Maintaining and Assessing the Quality Management System for Medical Devices Depending on the Potential Risk of Their Use. If the identified violations are eliminated during the inspection process, such violations are included in the report, but are not taken into account when conducting an integral assessment of the significance of the quality management system nonconformities. 
67. The report should not include sections related to the provision of advisory services. Inspection results are documented in writing based on objective evidence or observations.
68. Regular (scheduled) inspection includes an analysis of incidents and relevant materials related to the safety and functional characteristics of medical devices (in particular, complaints, reports on safety monitoring results, quality and efficiency of medical devices, product recalls, corrective actions, medical device safety notices).
69. In the event of identifying any nonconformities that led to the issuance of a negative conclusion during an integral assessment of the significance of nonconformities of the quality management system, the inspecting organization informs the manufacturer about the need to take additional measures or provide additional materials to confirm the efficiency of corrective actions.
The elimination by the manufacturer of inconsistencies that did not affect the conclusion on the manufacturer's compliance with the Management System Requirements during the integral assessment of the significance of the quality management system nonconformities is checked by the inspecting organization during regular (scheduled) or unscheduled inspections.
70. The inspecting organization should have sufficient and objective evidence, including photo and/or video materials (for example, the footage of the production facilities, the process of product manufacture, the places where certain processes are carried out, etc.) confirming the validity of the decision made based on the inspection results.
XIV. Review of appeals
71. The inspecting organization has a documented process for receiving, evaluating and making decisions on reviewed appeals.
72. The inspecting organization is responsible for decisions made at all levels of appeals. The persons who participated in the relevant inspection or made decisions based on its results do not take part in reviewing appeals.
73. The appeals review process includes the following steps:
a) implementation of the algorithm for receiving, analyzing and recognizing the validity (invalidity) of appeals, as well as making a decision on corrective actions subject to the results of previous appeals;
b) registration and support of actions taken to make a decision on the appeal;
c) ensuring that appropriate measures and corrective actions are taken.
74. Information on the procedure for reviewing appeals is published on the official website of the inspecting organization on the Internet.
XV. Records of manufacturers
75. The inspecting organization maintains and updates records of manufacturers, including organizations that applied for inspections but have not been inspected.
76. The records of manufacturers to which reports have been issued include the following:
a) information about the application and reports on initial, regular (scheduled) and unscheduled inspections (if any);
b) details of the contract;
c) justification for the inspection duration;
d) information on the verification of measures and corrective actions taken;
e) information on the results of appeal reviews, as well as on the implementation of measures and corrective actions;
f) information on documents confirming the powers of persons involved in the inspection activities.
77. The inspecting organization ensures that the records of manufacturers are protected and guarantees the confidentiality of information.
_____________
