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Regulation (EU) 2017/746 on in vitro
diagnostic medical devices (IVDR)
will apply from 26 May 2022 and
will replace the EU Medical Devices
Directive 98/79/EC (IVDD). The IVDR
sets out a number of transitional
provisions (Article 110) and timeframes
(Article 113) aimed at reducing the risk
of supply disruption to the European
market while the Medtech sector
adjusts to the additional provisions
called out in the Regulation.
Over the past two years, COVID-19
resulted in significant challenges for the
Medtech sector. In recognition of these
challenges, Regulation 2022/112 was
adopted to amend the IVDR transition
times. This amendment, amongst other
things, extends the existing transitional
timeframes for devices set out in Article
113 of the IVDR.

IVDs with a notified body
certificate issued under the IVDD
These certificates will continue to be
valid up until 27 May 2025 at the latest.
Devices placed on the market with a
certificate issued prior to 26 May 2022
may continue to be made available or
put into service until 26 May 2025.

Self-declared IVDs upclassified under the IVDR
Self-declared IVDs that are up-classified
under the IVDR and will require notified
body oversight can remain on the
market after 26 May 2022 as long as
the IVDD declaration of conformity
was drawn up before 26 May 2022.
Kevin O’Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, Ireland.
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The transition times for such IVDs will
depend on the IVDR classification of
the device and are outlined in Table 1.
Self-declared IVDs that will not be upclassified under the IVDR must be IVDR
compliant by 26 May 2022.
Table 1: Transition times based on
IVDR classification
IVDR
Classification

May be
placed
on the
market
until

Can
continue to
be made
available
until

Class D

26 May
2025

26 May
2026

Class C

26 May
2026

26 May
2027

Class B

26 May
2027

26 May
2028

Class A
(sterile)

26 May
2027

26 May
2028

*Timelines are provided for IVDR Article 110(3) and
110(4) as amended by Regulation (EU) 2022/112.

It is important to note that the
requirements of the IVDR relating
to post-market surveillance, market
surveillance, vigilance, and registration
of economic operators and devices
shall apply to all devices benefiting
from these transitional provisions from
26 May 2022.
Further information relating to IVDR
transitional provisions for Class D
device can be found in MDCG 2021-4.

In-House Manufactured Devices (IHM) –
IVDR Article 5
IVDR Article 5(5) sets out the specific
conditions and obligations for health
institutions manufacturing and using
IVDs in-house as long as the device is
not transferred to another legal entity.
The general safety and performance
requirements set out in Annex I of the
IVDR will apply to IHM devices from
26 May 2022. However, Regulation
2022/112 postpones a number of
requirements for IHM devices, which
are set out in table 2 below. For
example, a health institution will not
be required to provide justification
that a patient group's specific needs
cannot be met, or cannot be met at
the appropriate level of performance
by an equivalent device available on
the market until 26 May 2028.
Table 2: Important dates of application for in-house manufacturers
IVDR Reference

Description

Applicable From

Article 5(5) and Annex I

Annex I applies to in house manufactured devices.

26 May 2022

Article 5(5)b,c, and e-i

See Art 5(5) for further details.

26 May 2024

Article 5(5)d

Requirement to provide justification that a patient group's specific
needs cannot be met, or cannot be met at the appropriate level of
performance by an equivalent device available on the market.

26 May 2028

Article 5(5) final paragraph

Member States rights to request information/ restrict manufacture
and use of devices and inspect health institutions.

26 May 2022

IVDR Registration Requirements
Economic Operator and
Device Registration
As the date of application of the IVDR
approaches, we would like to highlight
some information about economic
operator and device registration
requirements.

Economic Operator Registration
under the IVDR
We recognise the voluntary Eudamed
system as a tool for complying with
the registration requirements in the

absence of the fully functional system.
Registration obligations for economic
operators such as manufacturers,
authorised representatives and
importers are outlined under Article
28 of the IVDR. We are requesting
that Irish based economic operators
use the Eudamed actor registration
module to fulfil their registration
obligations.

us nationally by completing and
submitting our online registration
form. National registration
requirements for IVDs will be
specifically called out under national
law drafted by the Department of
Health. Further information on the
registration legislation will be available
on our website following publication.

If you are a distributor, health
Institution or manufacturing facility,
we request that you register with
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Figure 1: How do I register as an actor on Eudamed?

Device Registration under
the IVDR

Registration under the
Directives

Registration obligations for devices
are outlined under Article 26 of the
IVDR. In order to fulfil their device
registration obligations, we are
requesting that Irish based economic
operators use the Eudamed device
registration module.

Economic operators can continue to
register themselves and devices under
Directive 98/79/EC (IVDD) up until 25
May 2022 using the HPRA registration
Extranet for economic operators and
devices once you have been provided
with your log in details. After 26 May
2022, we will facilitate the registration
of new entities and devices in
exceptional circumstances only, e.g.
in the case of a company merger or a
change of authorised representative.

Legacy IVDD Devices
Article 110 of the IVDR and Regulation
(EU) 2022/112 outline specific
transitional provisions for IVDs. If you
plan to place an IVD on the market
after 26 May 2022, we request you
register your economic operator and
device details through the respective
Eudamed registration modules.

Useful Guidance
The Guide to using Eudamed, Actor
Registration module for Economic
operators and the UDI/Devices Guide
provide details of the practical steps
that you must follow to register on
Eudamed.
It should be noted that an actor must
create an account via the Commission
before they can access the Eudamed
system. A manufacturer must also
register itself in advance of registering
their devices.
Examples of economic operators
and devices that have already been
registered on Eudamed can be viewed
on the Eudamed public website.

Figure 2: How do I register my device on Eudamed?
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Supply Chain Activities – Your Role
The MDR and IVDR both set out
clear and consistent definitions for
economic operators involved in the
device supply chain. It is important
for economic operators to review the
applicable legislation to identify and
fulfil their regulatory obligations in full.
Under the EU Regulations, economic
operators such as device importers
and distributors may outsource certain
activities to third-party organisations.
This article provides practical
information for economic operators
regarding the outsourcing of supply
chain activities. It also calls out
important information for third-party
organisations regarding their legal
obligations.
Under the MDR and IVDR, economic
operators may outsource certain
activities to third-party organisations.
However, they cannot outsource
their legal obligations to any other
organisation including ‘upstream’ or
‘downstream’ economic operators.
Where an entity has legal or financial
ownership of a device, it is their
responsibility to ensure that all
applicable regulatory obligations
are fulfilled in full, even if they do
not have physical possession of the
device.
Where a third-party organisation offers
or carries out warehousing, packaging,
addressing or dispatching activities
on behalf of another entity, and where
the entity offering these activities
does not have legal ownership of
the products involved, this entity will

likely take on the role of a fulfilment
service provider (FSP). These entities
are otherwise known as third-party
logistics companies or 3PLs. The
definition of an FSP is outlined under
Article 3(11) of the Market Surveillance
Regulations (MSR). The obligations
of FSPs may vary depending on the
products they handle. Where products
are regulated under the MDR or
IVDR, FSPs are obliged to fulfil the
obligations outlined under Article 7
of the MSR. Article 7 calls out that
FSPs must cooperate with market
surveillance authorities regarding
actions which could eliminate or
mitigate risks that are presented by
products they make available on the
market.
Where an FSP acts on behalf of
another legal entity, the obligations
and level of responsibility of the FSP
should be clearly outlined within a
technical agreement with the entity
on behalf of whom they act. Under

Figure 3: Reason’s swiss cheese
risk model. In this image, each
layer represents an economic
operator such as a device importer
or distributor. By carrying out
independent verification checks
within the device supply chain,
economic operators can mitigate
against the risk of non-conformant
devices entering the EU market.
For this reason, economic operators
cannot outsource their legal
obligations to other upstream or
downstream economic operators.
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the terms of this agreement, the
FSP cannot have legal or financial
ownership of the devices. Should
this change, the FSP may become an
economic operator in the context of
the MDR or IVDR. Where an MDR or
IVDR economic operator outsources
activities to an FSP, it is their
responsibility to clearly outline which
specific activities are being outsourced
within a technical agreement, and to
be able to demonstrate to competent
authorities that those obligations are
being fulfilled.
The HPRA guide for distributors of
medical devices aims to specify the
obligations for distributors as outlined
in the Regulations; it also sets out
our recommendations for good
distribution practices. The MDCG
have also published a Q&A document
(MDCG 2021-17) which provides
practical and operational information
regarding importer and distributor
obligations.

"a trajectory of accident opportunity"
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MDCG Recent Publications
Document/Update Link

Document/Update Description

Publication Date

Commission
Implementing
Regulation (EU)
2021/2078

These implementing regulations lay down the rules for the application
of Regulation (EU) 2017/745 on medical devices (MDR) as regards the
European Database on Medical Devices (Eudamed)

November 2021

MDCG 2021-28

Substantial modification of clinical investigation under Medical Device
Regulation

December 2021

MDCG 2021-27

Questions and Answers on Articles 13 & 14 of Regulation (EU) 2017/745
and Regulation (EU) 2017/746

December 2021

Commission
Implementing
Regulation (EU)
2021/2226

Commission Implementing Regulation (EU) 2021/2226 laying down rules
for the application of Regulation (EU) 2017/745 as regards electronic
instructions for use of medical devices.

December 2021

Press Release

Progressive roll-out of the In Vitro Diagnostic Medical Devices Regulation

December 2021

MDCG 2022-1

Notice to 3rd country manufacturers of SARS-CoV-2 in vitro diagnostic
medical devices

January 2022

MDCG 2022-2

Guidance on general principles of clinical evidence for In Vitro Diagnostic
medical devices (IVDs)

January 2022

Update - Joint
Implementation Plan

Joint implementation Plan on actions considered necessary to ensure the
sound functioning of the new framework for medical devices under the
IVDR.

January 2022

MDCG 2022-3

Verification of manufactured class D IVDs by notified bodies

February 2022

Update - MDCG 202121 Rev.1

Guidance on performance evaluation of SARS-CoV-2 in vitro diagnostic
medical devices

February 2022

MDCG 2022-4

Guidance on appropriate surveillance regarding the transitional provisions
under Article 120 of the MDR

February 2022

Handover of Experts
Panels Secretariat

Handover of expert panels on medical devices and in vitro diagnostics
from the Commission’s Joint Research Centre (JRC) to the European
Medicines Agency (EMA)

March 2022

Update - MDCG 2019-9
- Rev.1

Summary of safety and clinical performance

March 2022

Update - Joint
implementation and
preparedness plan

Joint implementation and preparedness plan for Regulation (EU) 2017/746 April 2022
on in vitro diagnostic medical devices (IVDR)

MDCG 2022-5

Guidance on borderline between medical devices and medicinal products
under Regulation (EU) 2017/745 on medical devices

April 2022

Report from the
commission

The exercise of the power to adopt delegated acts conferred on the
EC pursuant to Regulation (EU) 2017/745 on MD and Regulation (EU)
017/746 on in vitro diagnostic MD

April 2022

MDCG 2022-6

Guidance on significant changes regarding the transitional provision under May 2022
Article 110(3) of the IVDR
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HPRA Decision Tree – IVDR Performance Study
Figure 3: HPRA
Decision Tree for IVDR
Performance Studies.
This decision tree for
performance studies
conducted under the
IVDR was designed as a
tool to assist sponsors
in determining which
IVDR requirements apply
to their studies e.g.
whether an application or
notification is required.
This flow chart is for
illustrative purposes.
Please refer to IVDR
Chapter VI for further
details.

HPRA IVDR Webinar
On 9 May 2022, we hosted an
online webinar which focused on
the implementation of the IVDR.
This webinar series was designed
to provide insights into some of the
practical applications of the IVDR,
including in the areas of post-market
surveillance, vigilance and registration
requirements, as well as HPRA
inspections and performance studies.
We received great engagement from
stakeholders through the webinar
Q&A function and we addressed
questions throughout each session.

These resources include HPRA guides,
a reference list for Class A IVDs, a
decision tree for IVDR performance
studies and video recordings from
a previous webinar series, including
presentations on IVDR-specific issues

such as the classification rules. We
have also included below some of the
Q&A received on the day to help with
common queries.

The HPRA received very positive
feedback from our stakeholders.
We will publish the video recordings
from our webinar series on our
website in the coming weeks. In the
meantime, please consult the existing
IVDR resources on our website.
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HPRA IVDR Webinar – Q&A
Question received from participants

HPRA response
Application of the IVDR Transition Times

What impact do the amended transition
times have on the application of other IVDR
provisions? Are they also being implemented
in a phased approach?

The amending Regulation (2022/112) only amends the transition
provisions set out in Article 110(4) and focuses the transition time for
devices undergoing an IVDR NB conformity assessment for the first time.
All other articles such as AR and PRRC requirements and obligations will
apply from the date of application.

What importer or distributor obligations apply
under the amending Regulation?

The amending Regulation is extending the original timelines set out in
the IVDR. The main impact of this is that Economic Operators (EOs) will
have another few years where IVDD compliant device can continue to
be made available on the market or put into service. EOs will see both
IVDD and IVDR devices in the supply chain until the end of the transition
periods.
The MDCG guidance (application of the IVDR transitional provisions
to legacy and old devices) is being developed to help clarify the
requirements.
However, the HPRA recommends applying the distributor/importer
obligations in the IVDR for all IVDs as best practice.
Also see the EU Q&A document.

How does the IVDR and Regulation 2022/112
affect the UK?

The UK has its own regulatory framework. Northern Ireland holds a
special status as outlined within the NI protocol reached as part of the
Withdrawal Agreement. Medical Devices and IVDs on the market in
Northern Ireland will have the MDR and IVDR applied.

What do manufacturers need to have
completed by the date of application (26 May
22) in comparison to the final IVDR transition
date (May 24/25)?

All the manufacturer obligations set out in the IVDR apply from the
date of 26 May 22. The transitional time will provide manufacturers
with a greater transition time to get devices certified by a notified body
when application. However the requirements relating to post-market
surveillance for example will apply from 26 May 22.

How do the IVDR transitional provisions apply
to stock produced after the implementation
date of 26 May?

IVDR Articles 110(3) and 110(4) (as amended) sets out the timelines
and conditions for placing IVDD compliant devices on the market after
the date of application. Please see the above article on IVDR Transition
Times for further detail.

How do the transition provisions and sell
off periods apply to IVDR compliant Class A
devices?

Yes IVDD labelled devices already in the supply chain can continue
to be made available once they were in the supply change before 26
May 2022. Any self-declared IVDD that is not being up classified under
the IVDR classification rules, such as Class A devices must be IVDR
compliant by 26 May.

Can the 'IVDD labelled version' of the product
continue to be made available up to May 2025
if in distribution before 26 May 2022?
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Question received from participants

HPRA response

Post Market Surveillance, Vigilance and Market Surveillance
Which stakeholder should sign the FSCA, the
manufacturer or the distributor?

Section 2 of the FSCA report form includes an option for the
manufacturer, authorised representative and others such as local
affiliate or distributor to identify who is submitting the FSCA report
to the competent authority. The person submitting the FSCA form to
the competent authority should sign the form. However, it is worth
noting that the manufacturer has full responsibility for the FSCA. The
distributor has obligations under the MDR and IVDR to cooperate with
the manufacturer, competent authority and other relevant parties to
ensure a necessary corrective action is undertaken.

Are legal manufacturers required to conduct
PMS activities for Class B products that do not
have their IVDR certification yet?

In order to achieve certification under IVDR, the manufacturer is required
to have a post-market surveillance system in place which is based on a
post-market surveillance (PMS) plan for the IVDs they intend to certify.
There is a document in draft at EU level to outline how PMS obligations
apply to IVDD legacy devices in the transitionary phase.

Do post-market surveillance reporting
requirements apply to IVDD registered
products post 26 May 2022?

IVDR post market surveillance requirements apply to all IVDD devices
from 26 May 2022. As outlined in the registration presentation IVDD
devices must be registered before the IVDR date of application.

It is expected that PSUR report covers the
product lifetime but do we have, for example,
to list all the customer complaints received
from the launch of the product?

The PSUR for Class C and Class D IVDs is used to summarise results
and conclusions of PMS activities. The content of a PSUR can vary but
should include at a minimum the safety conclusions and benefit-risk
determination, main findings of the Post Market Performance Follow-up,
vigilance data, information about sales volume, user population, and
usage frequency. A PSUR is to provide an overview of information and
therefore not every customer complaint is required to be included.
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Question received from participants

HPRA response
Inspections

Under the regulations there are obligations
throughout the supply chain with respect
to the storage conditions for devices. What
would you look for on inspection?

The regulations oblige actors in the supply chain to maintain devices
during storage and transport within the conditions defined by the
manufacturer. With that in mind, during inspection we aim to understand
how you can demonstrate that the conditions are within the boundaries
of the storage requirements for all the devices within the actor’s
possession. We would likely request evidence that you have reviewed
all devices to determine if there are defined storage requirements, what
those requirements are and then following on from that what work had
been carried out to ensure that those conditions are achieved during
storage and transport of the devices. This would likely include the
review of mapping studies of storage and transport locations and the
review of ongoing monitoring of the required parameters at appropriate
locations. All the while being mindful that storage conditions are not
limited to just temperature and humidity. Examples of other conditions
that may need consideration are UV exposure, stack height, unit
orientation, etc.

I am a medical devices and pharma distributor
(buying in EU and selling in EU). How will the
inspections process work? Will I now have
two inspections, one for Pharma and one for
Medical Devices?

At the moment, distributor inspections for medicinal products and
distributor inspections for devices are taking place separately and we
are liaising with our medicines colleagues internally to ensure that
inspections for a site that distributes multiple product types are not
scheduled within the same timeframes. As the distributor inspection
programme for devices becomes more established, we will be working
with our medicines colleagues to identify any overlaps in the inspection
programmes and determine if synergies exist to reduce the inspection
burden on economic operators.

Will the HPRA be responsible for auditing
Northern Ireland (NI) distributors/service
providers operating across Ireland as a whole?

The HPRA will not be auditing NI Distributors. The MHRA in the UK is
the responsible Competent Authority.

Can I combine my IVDR medical device SOPs
with my pharma SOPs?

It is possible to combine the quality management systems for IVDs
and medicinal products into a joint set of documents, provided all
relevant requirements from the regulations are included. The regulatory
requirements for IVDs and medicinal products are not the same, and
economic operators with an existing QMS for medicinal products would
need to conduct a gap analysis against the IVD requirements and
update accordingly.

Do HPRA expect/require authorised
representatives, importers or distributors to
have a certified ISO 13485 QMS?

There is no explicit requirement for authorised representatives,
importers or distributors to have a certified quality management
system. However, these economic operator types must still be able to
demonstrate how they meet their obligations through documentation
and records.

What type of suppliers/subcontractors will be
subject to inspections from 26 May 2022?

Some examples of suppliers/sub-contractors are: suppliers of raw
materials, outsourced services such as storage and transportation,
calibration, sterilisation, PRRC representatives, contract manufacturers
providing components, finished devices etc.

Will these inspections focus on one customer
of the subcontractor or multiple?

Will inspections take place in cases where
facilities are based outside of the EU?
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All economic operators may be subject to inspection after the date of
application. These inspections could be focused on either one customer
of a subcontractor or many customers depending on the circumstances
of the inspection.
The inspection of economic operators is not limited to those based in
the EU.
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Question received from participants

HPRA response
Registration/ Eudamed/UDI

Is there any impact of EUDAMED on the
quality management system?

Yes, there are many obligations for registration, notification and
information exchange with EUDAMED for manufacturers and other
economic operators. These obligations should be covered by the quality
management system and so there will be a need for alignment

The deadline for putting the UDI label on class
D devices is May, 2023. But what about the
same class D but for legacy devices?

Legacy devices are not required to have UDI-DI on the device label.

IS a UDI-DI required for registering devices
under IVDD being used under the transitional
Article 110?

When registering IVDD / Legacy devices on Eudamed a UDI –DI is not
required.

What is the deadline for registering the legacy
devices in Eudamed?

The deadline for registering devices on Eudamed is dependent on the
date when Eudamed is declared fully functional. Article 123. 3 of the
MDR and Article 113.3 of the IVDR outline the timelines.

As part of the registration process the actor can generate a device
Eudamed ID. The steps that you need to follow are outlined in the UDI
Device user Guide

Eudamed shall apply from the date corresponding to six months after
the date of publication of the notice referred to in Article 34(3).

Is it obligatory to have several LAAs and LUAs
and what are their obligations?

It is necessary for any organisation that registers on Eudamed to have a
Local Actor Administrator (LAA)
The person who first enters the details of an actor in EUDAMED
automatically becomes the LAA for that actor, once the registration has
been accepted. The LAA can manage all the details relating to an actor
in EUDAMED (e.g. name, address, contact details, etc.) The LAA is the
highest user profile on Eudamed. The Commission strongly recommend
having at least two LAAs, as a fail-safe mechanism if one should be
unavailable.
For information on how to gain access to EUDAMED, please consult
the User’s Guide for Economic Operators available for download on the
EUDAMED landing page.
Depending on the size of your organisation you may require several
employees to be have access to Eudamed. There are number of user
profiles available if required , but not obligatory, LLA, Local User
Administrator (LUA) and Verifier
The first LAA, if it is an LAA associated with the Device module should
be able to register devices.
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Question received from participants

HPRA response
Certificates of Free Sale

For prepayments for CFS is the HPRA looking
at alternative payments in the future? No
proforma invoice is available with prepayment
option.

It is the HPRA policy to request / receive payment for all applications,
including Certificates of Free Sale, at the time the application is made.
Proforma invoices are not accommodated. Some companies keep
credit on their HPRA account to use against the certificates of free sale
request. They will receive a standard invoice after the payment has been
deducted.
Performance Studies

For Class D IVDs during the transition period,
For devices which are CE marked under the directive which are Class
is it required to have a performance evaluation D for the purposes of benefiting from the transitional provisions the
plan and reports already in place?
requirements relating post-market surveillance, market surveillance,
vigilance, registration of economic operators and of devices apply.
The performance evaluation plan and reports are not required in this
instance.
For devices which are Class D and CE marked to the IVDR procedure the
performance evaluation plan and reports are required form part of the
technical documentation for the device.
Note: The performance evaluation plan is a separate document to a
performance study plan. See Annex XIII Section A for further details on
the performance evaluation plan.
If I am co-developing a companion diagnostic
and medicine do I need to make an application
for a performance study if the assay is already
part of a clinical trial?

Yes. In principal, parallel applications are required for both devices and
medicines to ensure the requirements of the respective legislation are met.
If a companion diagnostic is being used as part of a clinical trial after the
date of application and that assay meets the definition of an IVD that
device must either be
• CE marked,
• a device for performance study (See IVDR Chapter VI).
• an in-house device, (applies only where the organisation is a healthcare
institute)
If it is being co-developed then it is unlikely to be CE marked. Where it
is a device for performance study and meets the criteria in Article 58(1)
an application is required if not then a notification may be required
under Article 58(2).

If a clinical drug study is already ongoing using
an investigational assay to select subjects, are
there any requirements to submit anything for
the device after 26 May?

The requirements of the IVDR do not apply to performance studies
which commenced prior to 26 May 2022. However, adverse event
reporting should be following in accordance with Article 76 for events
and device deficiencies which occur after this date.

When will the planned guidance for the use of
clinical trial assays in investigational medicinal
product (IMP) trials be available and how do
we access guidance in the meantime?

We understand that this guidance is at an advanced stage and should
be published in the near future. In the interim, if you have any questions
please feel free to contact us at devices@hpra.ie

Is there a definition of a surgically invasive
sample?

There is no definition of surgically invasive sample taking in the IVDR.
The MDR does provide a definition of a surgically invasive device which
may assist in this regard. See MDR Annex VIII Chapter 1 section 2.2.

If using a device interventionally in a drug
clinical trial (performance study), do you need
a separate investigator agreement than that
of the clinical trial?

In the case of a device being used for interventional purposes within a
trial, in addition to the clinical trial requirements, an application for a
performance study is required. In terms of the investigator agreement
the important point is that the requirements of both the CTR and
IVDR need to be met. A single investigator agreement or separate
agreements for the trial aspect and performance aspects may be used.
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Question received from participants

HPRA response
Miscellaneous questions

What documentation is required for IVD spare
parts?

Article 20 of the IVDR calls out the requirements for parts and
components. Spare parts or components must restore the function of
the device without affecting its performance or safety. Documentation
with evidence to this effect must be kept available for the Competent
Authority.

Is it still an importer activity if distributing
devices sourced from a third country but
manufactured within the EU?

It is the location of the legal manufacturer that determines whether
an entity is considered an importer or not. If the legal manufacturer is
located in a third country the entity involved in placing such devices on
the EU market will be considered the importer.
Please see the MDCG (2021-27) Q&A document for further detail.

I am a pharma wholesaler trading with
medical devices. The devices are purchased
from licenced wholesalers in EU, and sold
to licenced wholesalers in EU. How am I
responsible for device labelling?

We would advise you to review your role in the supply chain and check
if you are an importer or distributor. If you are acting as an importer
there is a requirement for you to add your details to the IVDR compliant
device, its label or packaging. Otherwise you would need to ensure you
have complied with Article 14 which includes verification checks.

Are parallel importers required to hold a
certificate for IVDs?

IVDR Article 16 outlines the specific scenarios when an importer might
be taking on the role of the manufacturer (e.g if they change the
intended use of the device). Article 16.4 also calls out the requirement
for importers to have a NB cert. The MDCG guidance on Article 16
might be of further assistance here.

How should harmonised standards be applied
in the context of the IVDR? Are manufacturers
expected to implement such standards by 26
May 22, e.g., labelling standards (ISO 152231/20417) or is there an acceptable timeline for
implementation?

If the product is compliant and certified to the IVDR then relevant
harmonised standards should be applied. Harmonised standards
apply from the dates indicated upon publication in the OJEU. If they
are not implemented an equivalent level of compliance should be
demonstrable. The notified body involved in certifying the device will
consider this as part of their assessment.

The IVDR and SI 691/2021 (for medical
devices) require "health institutions to supply
[the HPRA] with information about the inhouse device on request."

Information requested will include the details of the health institution as
well as detail on the devices (such as design and manufacture) but this
will be upon request on a case by case basis.

Is there any clarification on what type of
information might be requested?
How does the IVDR distance sales provision
interact with the NIP?

In line with the NIP, EU legislation, including the IVDR will continue to
apply in Northern Ireland. As Northern Ireland is still part of the EU
single market services/devices provided under Article 6 will be required
to meet the requirements of the IVDR. The MHRA, as the CA in NI, may
have additional detail or guidance specific to NI.
The HPRA’s continues to monitor discussion on the NIP and will assess
the impact of any changes on the sector.
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