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1. MDR and distribution
. New chapter on economic operators (ch. II)

. Obligations introduced for importer and distributor

. The authorised representative
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2. The economic operators - overview

Manufacturer

Manufacturer
Anatural or legal person who
manufactures or fully
refurbishes a device or hasa
device designed,
manufactured o fully
refurbished, and markets that
device under its name or
trademark

— Importer

E========) | Distributor

Importer
Any natural or legal person
established within the

Union that places a device

Any natural or legal person
established within the Union who
has received and accepted a
written mandate from a
manufacturer, located outside the
Union, to act on the
manufacturer's behalf in relation
to specified tasks with regard to
the latter's obligations under this
Regulation

Union market. Distributor
Any natural or legal personin the supply
chain, other than the manufacturer or
the importer, who makes a device
available on the market up until the
point of putting into service.
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2. The economic operators - overview 2. Economic operators — regulatory obligations
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2. Economic operators - regulatory obligations

Auth. repr.
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2. Economic operators - the authorised representative

A requirement for non-EU manufacturers

Art. 11 (1): “Where a Manufacturer is not established in @ Member State the device may
only be placed on the EU market if the er desit asole
representative.”

Legal liability

Art. 11 (5): “... where the manufacturer is not established in a Member State and has not
complied with the obligations laid down in Article 10, the authorised representative shall
be legally liable for defective devices on the same basis as, jointly and severally with, the
manufacturer”

CIRIO



2019-05-20

3. Distributor — overview 3. Distributors — before making device available

Verify conformity
Distributors shall

verify that device is CE marked (and has a declaration of conformity in the local language(s));

A distributor’s main obligations under the MDR may be summarized

as follows: B
b) verfy that the devices bya label and i the local language(s);
+ Verify compliance of device. <) verify that an UDI has been assigned to the devices by the manufacturer;
d) verfy that the device has information about the importer; and

* Report of non-conformity of device.
) ensure that storage and transport conditions reflect conditions set by the manufacturer.

* Cooperate in corrective actions.
Adistributor that consider a device to be non-conforming shall inform manufacturer (and any AR), and distributor
shall then only make the device itis confc Distributor shall also i i

device is considered (i) to presents a serious risk or (i to be falsified device.

a
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3. Distributors — after making device available 4. Quality management

Product traceability

* No specific requirement distributors (or importers) to implement a quality
management system (compare art. 10 for manufacturers); however:

The UDI of class Il implantable devices

Identify/maintain registerof () all economic operator “customers” and “supplier”

Market suveilance and reporting “In order to meet the legislative requirements and to ensure that only medical devicesthat comply with
R . o e competent the legislation are made available for supply, it is ag in
authorty i the device presents aserous ik " place. ... There are various established standards for quality systems, with ISO 13485 being the most
Keep a egister of complaints, of non-conforming devices and of recalls/withdrawals. commonlyused...” (HPRA, Guide for Distributors of Medical Devices, 2018)
pplicable). * Some tasks that call for quality systems type procedures:

Corectiveaction - “..ensure that...storage and transport conditions do not jeopardies its compliance with general

safetyand performance requirements.”

the market, "

- “...keep a registry of complaints, non-conforming devices ...

+ Cooperatewith - “..co-operate ... to ensure that the necessary correctiveaction ... is taken ..”
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5. MDR and distribution agreements

authority of the Member State in which itis established. (art. 14.2)

a

. ponsiilty, storage or transpert condlitions comply with the conditons set by the manufacturer.
(art.143)

0 Agreement on storage and transport conditions

dwith
taken.

taken. (art 14-2)

a durel,
a
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5. MDR and distribution agreements (cont.)

plaints,of dkeep th
information upon their request.

a egister

a
necessary to demnstrate the conformity of adevice.

butor here that

impracticable, rant access o the device.

a for example

0 Agreement on allocaton/compensation for costs
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5. MDR and distribution agreements - confidentiality

Example

15.1 shall ONFIDENTIALINFORMATION and shall use it solely for the
purpose of and in accordance with this AGREEMENT.Itshall not make any CONFIDENTIALINFORMATION avalable o any
third ps and in this case (a) strictly to the extent
requested by said agencies, (b) only upon exercise of its best efforts to cause said agencies to maintain confidentiality
thereof and (c) in accordance with section 15.2.

15.2 Prior to making any CONFIDENTIALINFORMATION available to a competent government agency pursuant to section
15.1above, TURER and submit to MANUFACTURER the proposed disclosure at
least five (5) days prior to the submission thereof. The purposes for such prior submission are: (i) to provide
MANUFACTURER with the opportunity to reviewand comment on the contents of the proposed disclosure, and al
MANUFACTURER's reasonable comments shall be accepted by DISTRIBUTOR; and (i) to identify any CONFIDENTIAL
INFORMATION not required to be disclosed considering the scope and purpose of the submission to the competent
government agency and duly acknowledging the commercial interests of the MANUFACTURER, and any CONFIDENTIAL
INFORMATION not being required to be disclosed shall be redacted.
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5. MDR and distribution agreements - recalls

Example

MANUFACTURER shallbe responsible fo i P
d for all i the Territory.
MANUFACTURER hall handle such matters in a llms\y, prudent and skillful manner, in compliance with all
applicable laws, rules, policies, regulations and regulatory requirements, and in accord with MANUFACTURER's
standard operating procedures. DISTRIBUTOR shall keep MANUFACTURER informed in  timely manner with
respect to any matters relating to any suspected or actual recall and market withdrawal of a Product. All costs
incurredin responding to recalls and market withdrawals shall be borne by MANUFACTURER, except to the extent
such recallis due to the fault, negligence or wrong-doing of the Distributor. In the event of a Product recall
DISTRIBUTOR shall assist promptly and efficiently in executing the Product recall as directed by MANUFACTURER.
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Take aways!

Ensure that agreements are not only compliant but also optimized for the new
regulatory environment.

Explore the need/benefits of a quality management system at the distributor
level.
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