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QMD Services (Notified Body Number 2962) / Costs and Services
Overview

QMD Services GmbH is a Notified Body according to Regulation (EU) 2017/746 (IVDR) and
also according to Regulation (EU) 2017/745 (MDR). In addition to providing conformity as-
sessment activities for the European medical device market, QMD Services offers services
globally. Our team of international experts operates from our head quarter in Vienna, Austria
and our operations office in Linz, Austria.

1. Our commitment
QMD Services commits to:

Provision of high-quality services from industry trained and experienced individuals.
Offering bespoke services with direct contact to an expert, and fast response times.
Maintaining competitive pricing for all our services.

Offering discount for small and medium enterprises (SME).

Ensuring short waiting time to start assessments once applications are concluded
and as soon as the technical documentation is provided in the required scope and
quality.

2. Impartiality and structured dialogue

QMD Services has a strong commitment to impartiality. According to the MDR/IVDR, we are
not permitted to provide advice on how to fulfil regulatory requirements (e.g. advice regarding
the design, construction, marketing or maintenance of devices or processes, i.e. 'how to com-
ply'), as this is considered consultancy

However, we use “structured dialogue” from the initial contact with a client and throughout
the whole certification process following the guidance of MDCG 2019-6. Our communication
process is intended to facilitate regulatory guidance and technical information exchange with
our clients. We proactively engage to streamline the conformity assessment process and pre-
vent delays caused by incomplete applications.Our communication must focus on "what needs
to be fulfilled" rather than "how to fulfill" requirements, ensuring that the manufacturer retains
responsibility for demonstrating compliance.

We offer structured client dialogue integrated into our conformity assessment process, and
actively provide clear and transparent feedback following review rounds and audits.

Our drive comes from a belief that patient safety matters. This motivates us to ensure that
safe and effective devices reach patients through our work.

3. Reviewers’ expertise and available resource

For each application, we shall determine the resources needed and identify the appropriate
resources including personnel for each of the tasks of the assessment. We are required by the
regulation to check that we have sufficient resources (staffing) during our application process
before we commit to providing our services. Our expertise in specific devices is formalised by
the scope of our designation. This is outlined on the NANDO website which details the device
types that we can certify.

Suffice it to say we will not take on a client unless we have the capability and capacity to do
so. Furthermore, we maintain sufficient capacity to provide our services on a first come first
serve basis. Clients who complete our application process and define a timeline for the upload
of the complete technical files are offered service. We plan conformity assessment slots for
the dates a client declares the readiness of the technical documentation in the application file.
In case the client cannot provide the completed technical documentation to the agreed date,
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we cannot ensure timelines, as this would mean postponements for other clients. Meeting the
mutually agreed timelines will ensure that we can support manufacturers to meet their market
access timelines.

4. Billing, payment and invoicing

QMD Services charges per hour for the services we provide. The hourly rate is dependent on
the expertise of the specialists generating the deliverables, ranging from administrative cost
to technical documentation (TD) review, clinical assessment, and on-site audits. Our aim is to
keep onboarding fees as transparent and lean as possible. Our services are bespoke, so they
require a high degree of expertise to be delivered. Our costs are transparent and published
on the QMD Services website.

4.1. During the application process phase

In the application phase we collect upfront fees. Firstly, our upfront Pre-Application Fee covers
the classification review, the preliminary code assignment verification, establishing a client
profile and data upload space, and generation of a quotation for conformity assessment ser-
vices.

For the next phase the Application Fee (this upfront fee is set individually depending on the
number and complexity of devices covered by an application) goes towards detailed contract-
ing, the ability of the notified body to assess the application based on its designation, services
planning, preliminary reviewing Quality Management System (QMS) documentation, and a
check of the completeness of your application documents.

The advance payments of the Pre-Application Fee and Application Fee constitute a binding
contractual commitment to enter the respective process phase, even in the absence of the
final agreement regarding the conformity assessment activities for the specific device(s). Our
Terms and Conditions shall apply accordingly.

The quotation we provide covers the cost of initial certification considering 1 round of technical
file assessment and gives a rough indication of 4 years certificate maintenance and audit, with
all work calculated on an hourly basis based on actual time spent.

Clients have the right to withdraw their application at any time without penalty.

4.2. During the conformity assessment process phase

Once the application process is completed, we will have concluded an individual contract to
provide conformity assessment services for specific product(s) of your application. The be-
low graphic gives a rough overview of the process.

CE certificate issued,
final certification invoice

Monthly invoicing based on actual effort
Conclusion of Round 1 Stage 1 QMS-Audit Stage 2 QMS-Audit Conclusion of Round 2
(if necessary)
*Three-month increments

Application Conformity Assessment @
Application charge
p

re-application charge

Figure 11. Service Billing Interval. Invoices are issued on new application initiation at the end of process stages,
or on a monthly basis for longer running activities.
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5. Audit Activities

It is important to note the difference in quality management (QM) activities for medical device
manufacturers. Firstly, EN ISO 13485 certification alone is not sufficient to meet compliance
with the specific MDR/IVDR QMS requirements.

EN ISO 13485 is a harmonized standard to the regulations that specifies the requirements for
a comprehensive QM system for medical devices. It acts as a framework for managing quality
throughout the development, manufacturing, and post market activities and is, however, the
state of the art for QM systems for medical devices. Certification is ideally achieved before or
during device development. QMD Services provides this ISO 13485 certification as a service
(as subcontracter to Quality Austria Certification GmbH), that when combined with MDR/IVDR
QMS activities, offers substantial cost savings.

In contrast, a QM certificate under Annex IX (Full Quality Management System) or Annex XI
(Production Quality Assurance) of the MDR and IVDR is specific to the European market and
indicates compliance with the regulation’s rigorous quality systems requirements for medical
devices. This certification is issued by a Notified Body and is necessary for market access
within the EU. The QM system requirements in the MDR and IVDR are legal requirements
requiring a specific audit by the Notified Body.

To ensure compliance, medical device manufacturers should familiarize themselves with both
the MDR or IVDR and EN ISO 13485. A solid understanding of these regulations enhances
their ability to meet stringent quality and regulatory requirements.

6. Process timelines

The time from initial contact to device certification is highly dependent on the client’s re-
sponse time and the specifics of the project. Some have gone from initial contact to certificate
in months, others take more than a year. It depends on the clients’ responsiveness, their
device complexity, and the quality of the technical file and quality management system doc-
uments. Our team will carry out the work as quickly as possible adhering to our mutually
agreed timelines.

Generally, clients can progress through our pre-application and receive a quotation and con-
tract in short order, sometimes in as little as 2 weeks. The application procedure, should
clients have a robust and running QMS, can also be concluded in a matter of weeks.

Provided that the client’s technical documentation is complete at the scheduled start date of
the conformity assessment, the review cycle for the technical documentation is planned with
a standard duration of 60 days. After the completed technical assessment round, questions,
if applicable, are issued to the client. We do expect an answer to those questions within 6
weeks. If external consultation is required, such as for CDx (IVD Companion Diagnostic) de-
vices or medical devices manufactured utilising, or incorporating, tissues or cells of animal
origin, or their derivatives, that are non-viable or rendered non-viable with the European
Medicines Agency or other assigned Competent Authority, timelines will prolong accordingly.
Multiple review rounds or delays in answering to QMD Services reviewer questions is the rea-
son that certification leads up to certification times close to a year or even longer.

7. Expected costs by device class

The average estimated initial certification costs by device class—assuming a complete, well-
structured technical file and a single assessment round—are summarized below (see Figures
2 and 3).

The shown cost estimate includes the costs for pre-application, application, TD assessment,
final review, certificate costs and annual certificate fee. It assumes a single device not includ-
ing any special features such as software, animal tissues, near patient tests, etc. For these
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specific features we align with the Team-NB Code of Conduct where a guidance for the dura-
tion of each conformity assessment task is given. This cost estimate does not include, third
party consulations, or additional rounds of technical documentation assessments and follow-
up audits in case of questions or non-conformities. In case of additional rounds are required,
we will prepare a quotation for each round.

Audit activities cannot be included in the estimates shown, as they vary greatly depending on
the number of employees, locations and specifics of the client organisation. IAF Mandatory
document 9 is a guidance for audit duration applied by QMD Services.

Applying for additional devices will not scale certification cost linearly due to consolidation of
on-site audits costs, and the option for sampling for devices with the same intended purpose
(e.g. EMDN code) in some risk classes. A detailed individual quotation will be generated as
part of the pre-application services to reflect the clients specific product portfolio and organi-
sation.

The actual cost will highly depend on the quality of the technical documentation you provide
and the preparation of your quality management system. Where we raise questions or non-
conformities, additional rounds of conformity assessment will need to be scheduled. These
follow-up activities will focus on the requirements in question and will therefore be less time
consuming and costly per outcome than the initial assessment / audit. Always have in mind
that only 3 rounds of questions/non-conformities are allowed.

Class A sterile Class B Class C Class D
e.g. specimen e.g. urine test e.g. glucose e.g. HIV test kit
receptacle from 25.000 € from 30.000 € from 40.000 €

from 10.000 €

“/HIV RT-PCR ||/
Detection kit 2
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Figure 22. Average quotation cost by device class for initial certification (IVDR)
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Class Ir, Is, Im Class I1a, IIb Class III
e.g. Tweezer e.g. ECG e.g. Stent
from 10.000 € from 25.000 € from 50.000 €
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Figure 33. Average quotation cost by device class for initial certification (MDR)

Monthly invoices are issued for all work carried out after the contract has been completed.
Annual fees are invoices for permissions to use certificates and associated logos. After certi-
fication, we will issue a quotation summarising the effort planned for the following year. Ad-
ditional costs (e.g. unannounced audits, vigilance costs) will be invoiced as they arise based
on our current price list as available on our website.

8. QMD Services process from contact to start of conformity assess-
ment

At QMD Services we aim to foster a culture of transparency and inclusiveness so that our
clients understand the process of securing our services as MDR and/or IVDR Notified Body.
Below are the main steps from initial contact to the start of conformity assessment.

Initial CE certification can be a lengthy process. Our experience of working with many first-
time applicants is that it can take a significant number of months to complete the certification
process. The most important factor influencing the certification time is your preparation as an
applicant.

8.1. Preparing for certification

The first preparatory activity for the manufacturer is the establishment of a Quality Manage-
ment System (QMS) that complies with the Regulation. Device development activities and the
generation of device technical files should take place within an established QMS. Secondly, a
technical file that meets the requirements of the MDR or IVDR must be completed (with special
emphasis on Clinical Evaluation and PMCF for medical devices and Performance Evaluation
and PMPF for IVDs).

8.2. Pre-Application

Please contact us using our online contact form. To complete the form, you will need to have
decided on your conformity assessment route, intended use, risk class and proposed applica-
ble MDN/MDA or IVR, IVP, IVS/MDS, IVD and IVT/MDT codes.
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We will then carry out a free feasibility check to confirm whether we can offer you our services
and contact you for an initial discussion with our client team. We will ask you to provide
detailed information about your company and product(s). We will carry out an assessment of
the codes assigned to your device(s) and review their classification. A quotation will be pre-
pared. The quotation is non-binding and subject to change depending on when the service
commences and if further product details become available influencing the conformity assess-
ment process. The pre-application phase is essential to ensure that both parties can proceed
with a formal request in the knowledge that the service is available and to avoid erroneous
notifications in EUDAMED.

8.3. Application

In accordance with the Regulation, a formal application is required for the initiation of the
conformity assessment procedure. This process commences upon receipt of a signed copy of
our service agreement and the advance payment of the Application Fee. As part of the appli-
cation process, we will assess the completeness of your Quality Management System (QMS)
documentation and initiate internal planning to structure the necessary conformity assess-
ment activities for your product(s), including on-site audits. A designated project leader will
be assigned to guide and support you throughout both the application and conformity as-
sessment phases. During this stage, we will countersign the service agreement, thereby for-
malizing the contractual relationship between your organization and us as your Notified
Body for the device(s) covered by the application.

8.4. TD Completeness Check

Once we have agreed a service contract, you will be asked to upload your technical documen-
tation. Our team will review the completeness of your technical documentation to ensure that
everything is in place to start the conformity assessment services. When complete, we will
prepare a planned schedule of conformity assessment activities.

8.5. Technical Documentation Assessment

Our experienced technical experts will carry out the product review of your files. We will review
the content of your technical documentation, including any additional test reports or clinical
data / performance data provided as evidence of compliance. We will request clarification
and/or additional documentation if potential non-conformities are identified. Your device(s)
may also be subject to additional assessments, testing by EU accredited laboratories (also
known as EU reference laboratories, EURL) or a scientific opinion from an expert panel if
applicable. For devices requiring such third-party assessment, additional time will be required
to complete the conformity assessment.

8.6. QMS Audit

An auditor will be appointed to assess your QMS and determine if it meets the requirements
of the Regulation through a two-stage audit in caes of initial certification. Audits for initial
device certification will only start after the first round of technical documentation review has
been completed. For stage 1, we preferably perform a desk audit to assess your QMS readi-
ness and to ensure that it includes all the processes required for compliance with the IVDR or
MDR followed by a short remote meeting. During stage 2, we verify that the QMS is in com-
pliance with MDR / IVDR requirements at your company site(s).

8.7. Decision Making

Following successful assessments of your QMS and technical documentation, our technical
experts then make a positive recommendation to an independent final review team who con-
firm the experts result before the decision maker approves the certificate(s).
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8.8. Issuance of Certificate

Your certificates will be digitally issued to your organisation upon approval. All relevant infor-
mation will also be made available to the EUDAMED database.

8.9. Maintenance of Certification / Surveillance

Technical documentation sampling, surveillance and vigilance activities continue throughout
the life of the certificate. We will work with you to establish a schedule over the life of the
device(s) to keep you informed of what data we need to review and at what intervals. All
certificates are valid for a maximum of five years, after which recertification takes place.

8.10. Change Requests

Changes e.g. to the product, its intended use or within the organisation need to be submitted
as a change request to QMD Services. Changes will be evaluated independently from standard
sampling programs. Depending on the change a similar process to that of standard technical
document assessmentmay follows. Additional quotations will be submitted to you for pro-
cessing changes.

We look forward to

working with you!

Call or email us today for further details

Tel.: +43 1 533 0077
E-Mail: office@gmdservices.com
www.gmdservices.com

- Headquarters:
: '_T Zelinkagasse 10/3, A1010 Wien
=T Operations Office:

Am Winterhafen 1, A4020 Linz

Registered Office: Vienna | Commercial Court: Vienna | Commercial Register No.: FN 503127 v | VAT: ATU74039328 |
Bank Account: UniCredit Bank Austria AG, IBAN: AT35 1200 0100 2574 6107, BIC: BKAUATWW

LEG-00581 Costs and Services Overview v2

Page 7 of 7



