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Procedure

Verification of Complaints DNV

1 Purpose

This SOP describes the process to ensure the receiving, evaluation, validation, investigation and decision of
complaints, appeals and disputes against DNV MEDCERT.

2 Scope

This procedure is applicable for all appeals, complaints and disputes (summarized under “complaints” in the
following), which are addresses to DNV MEDCERT and to customers certified by DNV MEDCERT. Any
conflict of interest indicated by any person or company will be handled as a complaint and according to this
procedure.

3 Responsibilities

The responsibilities for the individual procedure steps are defined in the column ,RESPONSIBILITIES® of the
flow chart (see 4.2).

The Chief Certification is responsible for complaints related to auditor(s), experts, subcontractors and the
auditing or certification processes (CC in column “RESPONSIBILITIES”). The Managing Director is
responsible for all other complaints (MD in column “RESPONSIBILITIES”), mainly related to commercial
issues. In any case it will be ensured that the persons engaged in the complaint-processing process are not
previously directly involved in the subject of the complaint.

4 Description
4.1 Text Version
4.1.1 Complaints, appeals and disputes

It is pointed out to the complainant, that complaints are only subject to the procedure if they are presented in
written form. Submission, investigation and decision on appeals will not result in any discriminatory actions
against the appellant.

If necessary or possible, the Certification Body will provide the complainant with progress reports.

Whistleblower complaints about MDSAP customers »

Complaints/information about MDSAP audited/certified customers indicating public health threat or serious
doubt in the safety and effectiveness of medical devices must be forwarded to the recognizing Regulatory
Authorities.

4.1.2 Mediation procedure

Mediation committee »

The mediation committee consists of a chairman and selected members, depending on the type of the
complaint.

A member is replaced by another person for the duration of processing the complaint, in case that a joint
interest of the complainant and a member of the mediation committee exists.

Employees of DNV MEDCERT are neither allowed to be members of the mediation committee, nor are
people accepted as members of the mediation committee, if they have any economic interest in
DNV MEDCERT.

All work in the mediation committee is done voluntary; DNV MEDCERT pays only for the extra expenses
connected with the work of the mediation committee.

Members of the mediation committee are committed to handle all information and documents, which they
become aware of as a member of the mediation committee, strictly confidential.
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It is the task of the mediation committee to hear and interview the involved parties and to take all available
information into consideration for their decision.

Decisions »

For all decisions which are made, the regulatory and normative requirements and designation / accreditation
rules, which are applicable for DNV MEDCERT, must to be considered. See also Flow Chart.

4.2 Flow Chart

See following pages
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5 Documentation

This documentation is done according to the flow chart (see 4.2).

6 Additional Applicable Documents
No further additional applicable documents.

Terms and Abbreviations not defined in the procedure itself are listed in Manual 41-3 Terms and
Abbreviations.

Page: 70f7
Rev. / Date: 3/2021.04.07
SOP No.: 8202 EN

Applies also in place of V1301e by way of reference.



