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1. PURPOSE
The purpose of this procedure is to define how appeals, complaints and disputes related to certification services provided by DANEM MDC are received, recorded, evaluated, decided and communicated within the scope of Regulation (EU) 2017/745 and EN ISO 13485:2016.
2. SCOPE
This procedure applies to appeals, complaints and disputes related to certification activities, audit and review results, certification decisions, committee decisions, certified clients, and other matters arising from conformity assessment services performed by DANEM MDC.
3. RESPONSIBLES
- Technical Manager  
- Department Responsible 
- Appeals, Complaints and Disputes Committee
- Quality Management Representative 
- Customer Relations Planning Responsible

4. DEFINITIONS
Complaint: Expression of dissatisfaction, other than an appeal, submitted by any person or organization to DANEM MDC regarding its certification activities, where a response is expected.

Appeal: Request by an applicant or client for reconsideration of a decision made by DANEM MDC in relation to certification activities.

Dispute: Formal disagreement between DANEM MDC and a client, applicant, or other relevant party that cannot be resolved through routine communication and therefore requires formal review.

Appeals, Complaints and Disputes Evaluation Committee: Committee appointed by the Technical Manager and composed of persons who were not involved in the matter under review and who can make an impartial decision.

Team Leader: Responsible for the unit where Appeal, Appeal and Dispute activities are opened.

5. APPLICATION
5.1. Appeal Complaint and Discord Acceptance of Applications
DANEM MDC makes this document, which defines how it will handle complaints and Appeals, available to the public on its website.

Appeals, complaints and dispute applications are received in writing by the unit providing conformity assessment services to the organisation making the application in question. Applications that do not contain name, signature and address or that are determined to be unfounded and / or false name and signature are not processed.

Related unit by acceptance That are References It is planned and carried out under the coordination of the relevant units through the DANEM MDC Document Management System. It is recorded in the Customer Appeal and Complaint Follow-up Form in printed form.

The team leader can designate the responsible persons who will follow up the activity or he/she can follow up the activity himself/herself.

A preliminary assessment is made by the relevant team leader regarding the Appeal, Complaint and Dispute. The application is subjected to preliminary evaluation by the relevant unit according to Article 5.2 or Article 5.3 depending on its subject. Issues that cannot be resolved as a result of the preliminary evaluation are forwarded to the Appeal, Complaint and Dispute Committee.

The Appeal, Complaint and Dispute Committee records the Appeals/complaints in the Customer Appeal and Complaint Tracking Form and follows them up.

The period for Appeals to the results of the conformity assessment activities carried out by DANEM MDC is 30 (thirty) days from the date of notification of the decision.

5.2. Appeal, Complaint and Dispute Evaluation of Applications
5.2.1 Evaluation of Appeals

The application is subjected to preliminary assessment by the team leader providing conformity assessment service by requesting detailed information and documents from the applicant and other relevant parties, if necessary, in terms of whether it is in the subject of service, whether it is made in accordance with the periods stipulated in the relevant procedures, whether there are material and / or accounting errors in the transactions, etc.
Preliminary evaluation result;
· The applicant shall be notified in writing of the "processing of the application" within a maximum of 3 days from the date of application.
· Applications that should not be taken into consideration shall be notified in writing to the applicant with the "reason(s) for not processing the application" within a maximum of 3 days from the date of application.

Personnel who have taken part in the conformity assessment activity subject to the application cannot take part in the evaluation process.

As a result of the preliminary evaluation made by the Team Leader;
As a result of the preliminary evaluation made by the Team Leader, if deemed necessary, corrective action is initiated and the action is planned in order to take action according to the corrective and preventive action procedure. The activity is recorded with the FR.07 Customer Appeal and Complaint Follow-up Form and a number is assigned and can be tracked or reported through this list.
As a result of this evaluation, the result of the applications resolved within the team leader's authority is notified to the applicant. 

If necessary, corrective action is initiated by the team leader and action is taken according to the Corrective and Preventive Action Procedure, and the applicant is informed by the relevant unit about the stages and result of the action performed.

As a result of the evaluation of the applications made, if the applicant is found to be right, no fee is charged for the re-examination/audit etc. procedures. Otherwise, such fees shall be charged to the applicant.

In the following cases where the appeal application cannot be resolved as a result of the preliminary evaluation of the application by the team leader, the Appeal application is placed on the agenda of the Appeal, Complaint and Dispute Committee.
· In case of an appeal against a decision of the decision-making body,
· In cases where the application cannot be resolved by the relevant unit,
· In cases where the applicant does not accept the result notified to him/her and insists on his/her request,
· In cases where it is not possible to resolve the application within the framework of the duties, powers and responsibilities of the relevant unit.

The application subject to Appeal by the relevant unit is placed on the agenda of the Appeal, Complaint and Dispute Committee. The agenda and meeting activities of the Appeal applications submitted to the agenda of the Committee are carried out by the Appeal, Complaint and Dispute Committee.
The decisions taken by the Appeal, Complaint and Dispute Committee are followed by the team leader who receives the application.
In case of a justified Appeal, corrective action is initiated by the Quality Management Representative according to the Corrective Action Procedure.
The committee decision of the application is sent to the applicant in writing together with the Appeal and Complaint Process Evaluation Questionnaire by the Relevant Unit receiving the application. The answered questionnaires are kept by the relevant units and the results of the analyses obtained after evaluation are forwarded to the Management Representative.
5.2.2. Evaluation of Complaints
5.2.2.1 Evaluation of Complaints of persons/institutions/organisations receiving conformity assessment services from DANEM MDC
The application of persons/institutions/organisations receiving conformity assessment service from DANEM MDC for complaints arising from the work and transactions in the processes of the conformity assessment service they have received from DANEM MDC; whether the service is in the subject, whether there is a violation of the relevant regulations and quality system documentation in the transactions, etc. It is subject to preliminary evaluation by the team leader providing conformity assessment service by requesting detailed information and documents from the applicant and other relevant parties when necessary.

Preliminary evaluation result;
· The applicant is informed in writing that "the application has been processed" within a maximum of 3 days from the date of application.
· Applications that should not be evaluated are informed to the applicant in writing within a maximum of 3 days from the date of application, together with the "reason(s) for not processing the application".

Personnel who have taken part in the conformity assessment activity subject to the application cannot take part in the evaluation process.
If the subject of the complaint can be resolved by the relevant unit, the applicant is informed in writing. In case the complaint occurs again or the same complaint occurs systematically, an evaluation is made by the relevant unit and corrective action is initiated according to the Corrective and Preventive Action Procedure.

In the following cases where the subject of the complaint cannot be resolved by the team leader;
· In cases where the application cannot be resolved by the relevant unit,
· In cases where the applicant does not accept the result notified to him and insists on his request,
· In cases where it is not possible to resolve the application within the framework of the duties, powers and responsibilities of the relevant unit.

The application subject to complaint by the relevant unit is placed on the agenda of the Appeal, Complaint and Dispute Committee. The agenda and meeting activities of the complaint applications submitted to the agenda of the Committee are carried out by the Appeals, Complaints and Disputes Committee.

Decisions taken by the Appeal, Complaint and Dispute Committee are followed by the team leader who received the application. In case of a justified complaint, corrective action is initiated by the Quality Management Representative according to the Corrective and Preventive Action Procedure.

The Relevant Unit receiving the application sends the applicant the committee decision of the application in writing together with the Appeal and Complaint Process Evaluation Questionnaire. The answered questionnaires are kept by the relevant units and the results of the analyses obtained after evaluation are forwarded to the Management Representative.

The maximum time required to resolve the complaint and Appeal is 45 days. The result of the complaint and Appeal is immediately notified in writing. If this period is extended, the Team Leader may request an extension by presenting the reason for the extension to the Technical Manager. The justification is evaluated and the customer is informed within 3 days.

Customer complaints;

The Company shall ensure that all records relating to the Product to be assessed and the QMS system are readily available for inspection by DANEM MDC. In addition, the Company must notify DANEM MDC in writing of all complaints received or received regarding the Certified Product within 15 working days at the latest.
For Medical Devices, the customer must notify DANEM MDC in the following cases. DANEM MDC is obliged to report adverse events and advisory situations to the Ministry of Health after making a situation assessment.
-	Situations where serious and vital health problems arise and there are acceptable reasons to believe that they may occur, 
-	Temporary, treatable, health problems arise and this is likely, 
-	Situations in which the use of the product is harmful to health, 

The company is also obliged to send the adverse event reports, FSCA corrective action reports, trend reports or summary reports and a copy of the final report to the DANEM MDC. Depending on the outcome of the event, DANEM MDC has the right to unilaterally terminate the contract signed with the client organization. Depending on the scope of the adverse event, DANEM MDC may decide to perform document review, audit, product testing to the COMPANY. In this case, the COMPANY agrees to pay any additional fees that may arise for inspection and product testing. 
The COMPANY undertakes with this contract to review the data obtained from medical devices at the post-production stage, including the provisions of Article 87 of the 2017/745 Medical Device Regulation, to establish a system for the implementation of necessary corrective actions and to keep this system up-to-date. This commitment includes the obligation of the COMPANY to immediately notify DANEM MDC and the Ministry of Health as soon as it is aware of the following situations.
a) Which can or has led to serious deterioration in the health status of the patient or user or death; 
1) Deterioration or deviation of the properties and/or performance of the medical device,
2) Inadequacies in the instruction for use and label,

b) Technical and medical reasons related to the characteristics and performance of the medical device leading to the systematic withdrawal of the same type of medical devices from the market by the manufacturer for the reasons specified in subparagraph (a).
5.2.2.2 Evaluation of Complaints of third-party persons/institutions/organisations
The application for the complaints of third-party persons/institutions/organisations who use/benefit from or are affected by the conformity assessment service subject to the complaint; whether the complaint is about the subject of the service, information, documents, products, etc. within the scope of the complaint. is subject to preliminary evaluation by the relevant unit or quality management representative providing conformity assessment service by requesting detailed information and documents from the applicant and other relevant parties when necessary.

Preliminary evaluation result;
· The applicant is informed in writing that "the application has been processed" within a maximum of 3 days from the date of application.
· Applications that should not be evaluated are informed to the applicant in writing within a maximum of 3 days from the date of application, together with the "reason(s) for not processing the application".

As a result of the preliminary assessment made by the relevant unit; Customer complaints arising from persons / institutions / organisations that provide conformity assessment services subject to the complaint are notified in writing to the relevant person / institution / organisation providing the conformity assessment service and information is requested about the arrangements / activities related to the complaint.

According to the decision taken by the relevant unit as a result of the preliminary assessment; Based on the importance of the complaint, activities such as inspection / audit / test etc. can be carried out in the organisation or it is checked whether the records of customer complaints are kept regularly during the audit of the company on the normal inspection / audit date.

As a result of the evaluation of all the procedures carried out by the relevant unit; the result of the actions taken regarding the complaint about the product / service / experiment etc. The complainant institution / organisation / persons are informed in writing.

In the following cases where the subject of the complaint cannot be resolved by the relevant unit;
· In cases where the application cannot be resolved by the relevant unit,
· In cases where the applicant does not accept the result notified to him/her and insists on his/her request,
· In cases where it is not possible to resolve the application within the framework of the duties, powers and responsibilities of the relevant unit.

The application subject to the complaint by the relevant unit is placed on the agenda of the Appeal, Complaint and Dispute Committee. The agenda and meeting activities of the grievance applications submitted to the committee agenda are carried out by the Appeal, Complaint and Dispute Committee.

The team leader who receives the application sends the committee decision to the applicant in writing together with the Appeal and Complaint Process Evaluation Questionnaire. The answered questionnaires are kept by the relevant units and the results of the analyses obtained after evaluation are forwarded to the Management Representative.

The maximum time required to resolve the complaint and Appeal is 45 days. The result of the complaint and Appeal is immediately notified in writing. If this period is extended, the Team Leader may request an extension by presenting the reason for the extension to the Technical Manager. The justification is evaluated and the relevant institutions and organisations are informed within 3 days.

5.3. Functioning of the Appeal, Complaint and Dispute Committee

It is a committee appointed by the Technical Manager and consisting of at least 2 persons. It is authorised to evaluate and decide on complaints and Appeals regarding certification activities from customers and non-customer institutions and organisations and System Certification Committee decisions taken as a result of these activities. Decisions are taken unanimously. Decisions are made, reviewed and approved by persons not involved in the matters subject to the complaint. Personnel who have taken part in the conformity assessment activity subject to the application cannot take part in the assessment process.

Appeal, complaint and dispute applications are submitted to the Appeal, Complaint and Dispute Committee by the relevant units together with the Appeal, Complaint and Dispute Committee Agenda and Decision Form, preliminary evaluation results, actions taken on the application, information/documents/reports/decisions and other necessary documents. The Committee carries out its work in accordance with its job description.
If necessary, the Committee may request detailed information/documentation on the subject from the relevant department responsible. For this purpose, the relevant department responsible must attend the committee meeting.
The Committee member who has taken part in the conformity assessment activity subject to the application cannot participate in the decision meeting regarding that application.
The Committee takes decisions by evaluating the information/documents submitted.

The decision taken by the Committee is final and the necessary actions to be taken according to the decision and the necessary notifications are carried out by the responsible persons of the relevant units. A new committee is not established upon the customer's Appeal to the committee decision. At the end of the customer's Appeal, the customer may apply to the administrative judicial authorities in the place where the decision was taken. This situation is notified to the customer with the customer agreement.

For activities within the scope of accreditation, the procedures of the accreditation body are taken into account in all procedures carried out regarding Appeal/complaint/dispute.

When there are circumstances that prevent the appeal and grievance committee activities from being held on-site (pandemic, earthquake, etc. in cases of natural disasters), the committee can be held remotely. In remote appeal and grievance committee activities, the process is applied as described in Articles 5.2 and 5.3. Mutual meetings between the members of the appeal and grievance committee are carried out using video conferencing tools such as Zoom, Microsoft Teams. In remote meetings, it is ensured that the connection is created and sent to the participants.

Information Requests Submitted by the Accreditation Body/Competent Authorities;
DANEM MDC is responsible for maintaining all relevant documentation, including the quality management system, CE certification processes, and technical file contents, in an up-to-date, traceable, and accessible manner. This obligation covers the timely, complete, and official presentation of information and documents requested by supervisory authorities, accreditation bodies, competent authorities, market surveillance units, and legal authorities. The requested documents are prepared using the FR.44 Official Letter Form within the periods determined according to the nature of the requesting party, but within a maximum of 3 (three) business days, except in cases expliciINy defined by legislation. They are signed by the Technical Manager and recorded in the LS.06 External Notification Tracking List to ensure traceability. The validity status, revision date, and version number of the submitted documents are checked, and only valid documents are shared. Where necessary, confidentiality is ensured by obtaining a confidentiality agreement. This process is archived in accordance with IN.01 Archiving Instructions and verified with a checklist during internal audits.

Information, explanations, records and opinions regarding DANEM MDC's activities may be requested in writing by accreditation realisation/authorised authorities. The information request submitted to DANEM MDC is transferred to the receiving personnel, top notes and other details related to the subject matter to the Quality Unit. The Quality Unit backs up the received information request as FR.07 Customer Appeal and Complaint Follow-up Form information request and follows the whole process through this form. The responsible of the unit to which the information request belongs is forwarded to the Quality Unit for notification or reporting to the relevant institution with a cover letter / official letter regarding the continuation of the request within the scope of the request. If the information request turns into a complaint, Article 5.2.2, if it turns into an Appeal, it is applied by adding a new number to the FR.07 Customer Appeal and complaint follow-up formula according to the products specified in Article 5.2.1.
5.4.      Records
The team leader follows the records related to the results of the activities on the FR.07 Customer Appeal and Complaint Follow-up Form. 
Records of Appeals, complaints and disputes are kept in accordance with the Records Control Procedure. Complaints and Appeals may also be reported through the FR.08 Appeal and Complaint Process Evaluation Questionnaire, which is submitted by customers and/or available on the DANEM MDC website. The Quality Unit accepts and evaluates the answered questionnaires. Customer satisfaction is evaluated through FR.47 Customer Satisfaction Questionnaire and FR.71 Audit Team Evaluation Questionnaire sent to the companies after the audit. The answers to the questions in the questionnaires between 1 - 5 "very bad - very good" are evaluated by the quality unit. In addition to the evaluation scores, it is also possible for customers to report complaints while stating their suggestions, requests and requests in the opinion section of the questionnaire. The relevant section in the questionnaire is evaluated first by the Quality Unit and then by the relevant Department Responsible.
Surveys indicating that customers are not satisfied are reviewed by the Quality Unit and action is taken for improvements where necessary. The relevant process is presented to the Top Management at the annual MRM.
These records can be used for data analysis when necessary and are submitted to Management Review Meetings.
No information about the studies and correspondence included in this procedure shall be given to any third organisation or person other than LATAK, relevant ministries and Latvia Courts. If the relevant complaint is about the certified customer, this complaint is notified to the relevant customer in writing.
In the Appeals and complaints received within the scope of this procedure, no discriminatory attitude is taken regarding the application, and the procedures are carried out entirely according to the objective results of the evaluation.
If the complaints and Appeals in question are similar to the complaints and Appeals received before, the results of the previous researches are also evaluated.

6. RELATED DOCUMENTS
· PR.08 Records Control Procedure
· PR.12 Corrective and Preventive Action Procedure
· FR.07 Customer Appeal and Complaint Follow-up Form
· FR.08 Appeal and Complaint Process Evaluation Questionnaire
· FR.09 Appeal, Complaint and Dispute Committee Agenda and Decision Form
· GT.03 Job Description of the Appeal, Complaint and Dispute Committee
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