
Welcome to the 40th issue of our 
medical devices newsletter, the first 
we have published as the HPRA. This 
edition documents a year that has, and 
continues to be, a period of change, 
innovation and ground breaking “firsts” 
in the global regulatory arena. 

First and foremost, we discuss the new 
name for the Irish Medicines Board 
(IMB). In July 2014, the IMB became 
the Health Products Regulatory 
Authority; (HPRA). This issue describes 
the changes that took place and what 
this means for the new face of Ireland’s 
Health Products Regulatory Authority.

Our guest contributor; Prof Dermot 
Diamond, director of the National 
Centre for Sensor Research at DCU, 
provides some insight into the topic of 
3D printing as an “enabling technology 
that will have a huge impact” in the 
area of medical device manufacturing 
and healthcare.

In related news, the final unique 
device identification (UDI) rule in 
Europe is now imminent, bringing 
with it significant changes in how 
manufacturers implement and manage 
product labelling. To remain compliant 
with the EU regulatory requirements, 
it is essential that manufacturers 
take the necessary steps to ensure a 
thorough understanding of the UDI 
rule. Here, we provide a brief rundown 
of the IMDRFs implementations for 
medical devices and IVDs as well as its 
implications. 

Combined with our customary round 
up of regulatory updates from across 
the working groups and committees, 
we hope you enjoy this issues 
content. Please feel free to provide 
any feedback or suggestions to us at 
devicesafety@hpra.ie.

Kevin O’Malley House, Earlsfort Centre, Earlsfort Terrace, Dublin 2, Ireland 
T: +353 1 676  4971    E: devicesafety@hpra.ie    www.hpra.ie       
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NEWSLETTER

Upcoming 
events  
HPRA Medical devices 
information day

The HPRA will be holding 
a medical devices 
information day on 
Thursday 23rd October 
2014. This event will take 
place in the Crowne Plaza 
Hotel, Santry. The agenda 
for the day is currently 
being finalised. Further 
details are now available  
on the HPRA website: 
www.hpra.ie. 

mailto: devicesafety@hpra.ie
mailto: devicesafety@hpra.ie
http://www.hpra.ie
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3D Printing: 
Potential in implants 
and surgery  
Eoghan McNamara1, Andrew Hughes2,  
Conor Hurson2, Dermot Diamond1
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3D printing encompasses a suite of 
technologies that enable a 3D structure 
of varying degrees of complexity to be 
fabricated from a range of materials, 
with resolutions from the nanometre 
to millimetre scale, and build volumes 
from nm3 on the small side, to m3 on 
the large extreme. A wide variety of 
approaches have been developed, 
such as the finite deposition method 
(FDM) in which a polymer/monomer 
solution is extruded from a nozzle. As 
the fluid material emerges it is set by 
in-situ photo-polymerisation or heat-
ing to define a 2-D polymer solid layer 
on a stage. Once this is complete the 
stage is lowered and another layer is 
deposited thus creating the 3D struc-
ture from a series to 2D layers. As 
there is no physical tool, structures with 
deep undercuts, cavities and complex 
geometries can all be achieved. 3D 
metallic structures based on stainless 
steel, titanium, or a composite material 
consisting of a metal matrix doped with 
ceramics can also be fabricated using 
selective laser melting (SLM). 

The disruptive nature of this 
technology across many existing 
manufacturing processes is very clear, 
from rapid prototyping to high speed 
bulk manufacturing, enabling new 
materials and design concepts to be 
tested and transferred to scaled-up 
production in a seamless manner. 
This is an obvious threat to existing 
technologies employed in medical 
device manufacturing – embracing 
change is not an option – it is central 
to future survival in the sector. This 
is recognised globally as one of the 
greatest opportunities and threats for 
future industry, and the technology has 
been prioritised under the EU Horizon 
2020 programme.

One of the most exciting 
developments has been the merging  
of medical imaging technologies with  
3D printing. For example, techniques 
like Computerised Tomography (CT) 
are now used routinely to generate 3D 
images of complex internal anatomy. 
Modern scanning techniques enable 
these structures to be viewed from 
various angles and rotated to examine 
damage in patients prior to surgery. 
However, CT image files can now also 
be converted to 3D printer format, 
enabling surgical teams to print the 
internal structure. These physical 
representations of the region under 
examination enable the surgical 
strategy to be optimised prior to 
intervention commencing. Examples 

of the use of 3D printed models in 
orthopaedic surgery include planning 
spinal deformity surgery, pelvic and 
acetabular fracture fixation, fracture 
malunions, complex acetabular 
reconstruction in revision hip surgery 
and planning iliac osteotomies 
in paediatric patients with pelvic 
widening associated with bladder 
extrophy. The technology has recently 
been used in St. Vincent’s University 
Hospital and Cappagh National 
Orthopaedic Hospital to plan complex 
acetabular reconstruction surgery. 
The models allow preoperative 
templating of the new prosthesis, 
augment and cage sizes. They have 
also enabled detailed simulation 
of screw trajectories, reducing the 
chance of neurovascular injury 
(Figure 1). In total knee replacement, 
patient specific cutting guides can be 
manufactured prior to surgery using 
MRI or CT scans of a patient’s anatomy. 
These cutting guides fit exactly to 
the knee surfaces during surgery and 
permit accurate positioning of the 
new knee prosthesis without using 
traditional instrumentation. This has 
the potential to dramatically reduce 
operating time, intraoperative blood 
loss and improved surgical accuracy, 
with obvious significant benefits 
to the patient undergoing surgery 
and reduced costs due to improved 
surgical outcomes. In cases of complex 
rotational and angular deformities 
of long bones of the upper or lower 

One of the most exciting 
developments has been 
the merging of medical 
imaging technologies 
with 3D printing. 
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limbs 3D printing can be used to 
manufacture customised cutting jigs to 
allow correction of these challenging 
deformities. This technology can 
now also be used to manufacture 
customised metal plates and prosthesis 
to exactly fit the new bony anatomy.

Scanning and printing is not restricted 
to rigid implants however, internal 
organs can be printed in a flexible 
material and used as a preoperative 
visualisation and training tool. For 
example, Dr David Frakes from Arizona 
State University is building transparent 
3D models of individual aneurysms that 
can be used to test various treatment 
options ahead of operating on the 
patient, and to help explain the surgical 
strategy in advance to patients and 
their families. Likewise, Prof. Gordon 
Wallace’s team at the Australian 
Research Council Centre of Excellence 

for Electromaterials Science (ACES) 
is building 3D customised templates 
using biomaterials with the aim of 
eventually growing complete organs 
for transplant surgery. Progress towards 
printing of complex biostructures such 
as complete organs, with integrated 
vascular structure may seem like 
the stuff of science fiction, but such 
is the rate of progress enabled by 
technologies like 3D printing, that it 
could become a reality sooner rather 
than later. Of course medical devices 
are not restricted to internal or surgical 
devices and rapid prototyping has 
been put to good use for external 
applications too. One example is the 
bespoke exoskeleton printed for a child 
suffering from Arthrogryposis, allowing 
her to gain use of her arms.

In a short article, it is only possible to 
give a flavour of the huge potential of 

3D additive technologies. While the 
focus has been largely on implants 
and surgery, there is no doubt 
that these technologies will have a 
profound impact on the broad medical 
device sector, which is one of the 
most important sectors of the Irish 
economy. From a research perspective, 
it will have a catalytic effect on the 
hitherto complex pathway linking 
novel materials science with medical 
device design and rapid prototyping, 
enabling highly innovative materials 
to be prepared with unsurpassed 
precision in terms of nano/micro-
structured features, and integrated 
into larger, complex multifunctional 
constructs. Capitalising on this 
enormous potential will require new 
alliances and partnerships between 
academic and clinical research teams, 
SMEs with niche specialisms, and 
multinationals with the capability 
to provide rapid access to global 
markets. National agencies must work 
together to generate effective targeted 
mechanisms to drive collaborations and 
ensure that Ireland is recognised as a 
place where these exciting emerging 
technologies are effectively realised, 
in order to reap the associated huge 
potential economic and social benefits. 

Figure 1.
3D model of an acetabular 
defect prior to revision total 
hip surgery. The figure shows 
a trial cup and augment in 
position and the simulation 
of screw trajectory, aiming 
to maximise bony fixation 
and avoid neurovascular 
structures.

Scanning and printing 
is not restricted to 
rigid implants however, 
internal organs can be 
printed in a flexible 
material and used as a 
preoperative visualisation 
and training tool.



What’s in a name?  
The IMB becomes
the HPRA 

The role of the Health Products 
Regulatory Authority (HPRA) is to  
protect and enhance public and animal 
health by regulating medicines, medical 
devices and other health products. It 
is also our role to monitor the safety 
of cosmetics. We are a government 
agency that puts the health of people 
and animals at the core of everything 
we do. We use our scientific and clinical 
expertise to review and monitor health 
products available in Ireland or ex-
ported abroad. Our aim is to make sure 
that health products we regulate are as 
safe as possible and do what they are 
intended to do. Formerly known as Irish 
Medicines Board (IMB), we became the 
HPRA in July 2014.

The HPRA name better reflects our 
broader remit and regulatory functions 
which have expanded over a number 
of years. Established in 1996, the IMB 
name served us well. However, over 
the last 18 years our regulatory remit 
has expanded to include other health 
products as well as a number of health 
related functions.

In addition to medical devices,  
we now have a role in regulating  
a range of other areas including:

•  Human medicines

•  Veterinary medicines

•  Controlled drugs

•  Blood products and components

•  Tissues and cells

•  Cosmetic products

•  Protection of animals used for 
scientific purposes

•  Human organs intended for 
transplantation

 
Our new name now clearly reflects the 
wider scope of our work, functions 
and responsibilities across the health 
products sector. At the same time, it is 
intended to build on the IMB’s estab-
lished reputation as a professional, 
progressive and science driven public 
sector organisation. We are commit-
ted to working on behalf of patients, 
animal owners and other members of 
the public by making sure that health 
products are as safe as possible and do 
what they are intended to do.

Building awareness of our new name 
and the reasons for the change began 
in the run up to our official launch.  
For example, successive “all stakehold-
ers” e-mails were sent to over 5,000 
key contacts informing them of our 
change of name to the Health Products 
Regulatory Authority (HPRA), All de-
partments contributed to the e-mail  
list which included a broad range of 
national and European stakeholders. 

As a result, we began to generate 
awareness; receiving queries about the 
change and when it was happening.

Brand guidelines have been produced 
to ensure that the new logo is used cor-
rectly both internally and externally. The 
consistent use of our corporate font 
and colours across all of our documents 
and communications also plays an 
important part in our new HPRA brand 
identity. This helps to ensure all our 
print and electronic communications 
are coherent and easily recognisable. 
E-mail addresses, e-mail signatures and 
a range of template documents have 
also been updated.

To learn more about the HPRA and 
our role and functions, please visit our 
new website www.hpra.ie. You can also 
use our website to search for medical 
device information and to sign-up to 
receive safety and news updates by  
e-mail or text message.
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Figure 1. The HPRA logo consists of
3 components – the acronym HPRA,
the ‘molecule’ symbol and our full
name in Irish and English.

To learn more about 
the HPRA and our role 
and functions, please 
visit our new website 
www.hpra.ie.

http://www.HPRA.ie/
http://www.HPRA.ie/
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The HPRA is 
introducing an 
‘Information Notice’ 
for medical devices.  
The aim of these 
communications is 
to highlight specific 
aspects of medical 
devices legislation.

Medical Device manufacturers are 
responsible for ensuring that any 
medical device that they place on the 
Irish market complies with the relevant 
European and National medical devices 
legislation.  Other stakeholders such 
as importers, distributors, healthcare 
professionals and users play an impor-
tant role in ensuring that only compliant 
medical devices are used in Ireland.

To date most regulatory/compli-
ance related guidance issued by the 
HPRA was in the form of a guidance 
document and was typically aimed 
at manufacturers and their European 
authorised representatives who have 
responsibilities under the legislation. 
For example the HPRA has issued the 
‘Guide to the registration of persons 
responsible for placing medical de-
vices on the market’ to assist with the 
registration process and the ‘Guide for 
Class I Manufacturers on Compliance 
with European Communities (Medical 
Devices) Regulations 1994’ to assist 
manufacturers of Class I medical devic-
es meet their legislative requirements.  
These along with other guidance may 
be found on the HPRA website.  

However the HPRA has identified the 
need for further regulatory guidance for 
distributors, healthcare professionals 
and users to highlight specific aspects 
of medical device legislation that may 

affect the day to day activities per-
formed by these groups. 

For example:

•	 When	must	be	a	notified	body	
number appear alongside the CE 
mark on labeling/packaging?

•		Understanding	information	on	
device labels e.g. sterility, single 
use

With this in mind, the HPRA intends 
to issue communications with the title 
‘Information Notice’ to stakeholders.  
These communications may be issued 
based on feedback received from 
health care professionals, users or 
manufacturers and will not be safety 
related, which are communicated 
through HPRA ‘Safety Notices’.

The recipient of an ‘Information Notice’ 
should ensure that the communication 
reaches the most appropriate 
personnel within their organisation and 
that the issue outlined and guidance 
provided is considered in the context 
of their normal practices. ‘Information 
Notices’ will be published on the 
HPRA website and also circulated 
to healthcare professionals and to 
targeted groups who have subscribed 
to the HPRA mailing list.

Medical Devices – August 2014 – Issue Number 40

 ...the HPRA intends to issue communications with  
the title ‘Information Notice’ to stakeholders.



In 2013 the International Medical 
Device Regulators Forum (IMDRF) 
issued updated guidance on Unique 
Device Identification (UDI) of Medical 
Devices. The document advises 
that every medical device needs to 
be identified by a UDI, unless it is 
exempt. The IMDRF are advising that 
the regulators of the UDI System shall 
specify harmonised exemptions for 
certain devices such as investigational 
devices and custom made devices from 
UDI requirements. In order to achieve 
traceability, it will be necessary to 
involve all stakeholders to capture and 
store the UDI throughout distribution 
and use. It is important to note that the 
UDI will consist of a Device Identifier 
(UDI-DI) and a Production Identifier 
(UDI-PI). 

The definition of a UDI-DI is a unique 
numeric or alphanumeric code specific 
to a model of medical device and that 
it is also used as the “access key” to 
information stored in a UDID (UDI 
Database). Examples of UDI-DI include 
GS1 GTIN (Global Trade item Number), 
HIBC-LIC (Label Identification Code), 
ISBT 128-PPIC (Processor Product 
Identification Code). The IMDRF 
suggest that there could be a need to 
limit the number of accredited global 
organisations and available coding 
systems. The definitions section of 
the IMDRF UDI guidance document 
sees the removal of the Direct Part 
Mark (DPM) which featured in the 
GHTF guidance. This is a significant 
omission from the IMDRF document 
and sees the removal of DPM from 
the harmonised guidance on UDI. 
DPM referred to a technology used 
to produce two different surface 
conditions on an item. Examples 
of these markings included those 
created by laser etching, moulding 
and peening. New definitions have 
been added to the IMDRF document 
including ‘Configuration’, ‘Configurable 
Medical Device System’, ‘Implantable 
Device’, ‘Shipping containers’ , 
‘Software as a Medical Device (SaMD)’ 
and ‘Units of Use (UoU) UDI-DI’. 

The IMDRF guidance document advises 
that, in order to facilitate a globally 
harmonised approach, the UDI should 
replace any existing medical device 

identifier used in accordance with local 
regulations for the same purpose as 
the UDI System. Another inclusion is 
that ‘reprocessors of single use medical 
devices’ and ‘relabellers’ will now fall 
under the definition of ‘manufacturer’ 
and will therefore have responsibility 
for establishing the UDI on the device 
or its packaging. The IMDRF have also 
noted that that proliferation of coding 
systems must be discouraged. Most 
notably, the document has added 
that each component, sub-system or 
accessory that is considered a medical 
device and is commercially available 
needs a separate UDI unless the 
components are part of an IVD kit or 
configurable medical device system 
that is marked with its own UDI. They 
suggest that changes to certain UDID 
data elements would determine the 
need for a new UDI-DI. These data 
elements include brand name, device 
version or model, clinical size, labelled 
as single use, packaged sterile, need 
for sterilisation before use, quantity 
of devices provided in a package and 
critical warnings or contraindications: 
e.g. containing latex or DEHP. The 
IMDRF notes that a change of the 
label to display or modify a UDI-DI 
should not (in and of itself) require a 
premarket submission and/or re-
registration however manufacturers 
may be requested to notify the 
Regulator.

IMDRF Unique  
Device Identification (UDI)
implementations for medical 
devices and IVDs
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The definition of a UDI-
DI is a unique numeric 
or alphanumeric code 
specific to a model of 
medical device and 
that it is also used as 
the “access key” to 
information stored in a 
UDID (UDI Database). 
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In case of significant space constraints 
on the UoU package the UDI carrier 
may be placed on the next higher 
package level. In addition it is noted 
that the HRI (Human Readable 
Information) format shall follow 
the rules of the UDI code issuing 
organisation. It is now proposed 
that the UDI Carrier of reusable 
medical devices that require 
reprocessing between patient uses 
should be permanent and readable 
after reprocessing cycles for the 
intended life of the device. However, 
manufacturers may determine that 
this may not be possible or warranted 
on some devices due to size, design, 
materials, processing, or performance 
issues. The IMDRF also advise that the 
bar code carrier(s) that includes UDI 
data identifiers “DI” and “PI” may also 
include essential data for the medical 
device to operate. The UDI issuing 
agencies identify these data elements 
by application identifiers or flag 
characters. The regulator shall not limit 
the use of the UDI carrier to only “DI” 
and/or “PI” data but allow for other 
relevant data. 

In the GHTF guidance document it 
advises that the data for new UDI-
DI must be available ‘before’ the 
medical device is placed on the 
market. This has been changed in 
the IMDRF document such that the 
data for new UDI-DI must be available 
‘at the time the medical device is 
placed on the market.’ The IMDRF 
also clarified that the design of the 
UDID should support the official 
languages required in the jurisdictions 
where the medical device is put on 
the market. Software as a Medical 
Device (SaMD) and details relating to 

critical warnings or contraindications 
on labels (e.g. containing latex, DEHP 
or MRI compatible) were added to the 
core UDID data elements listing in the 
IMDRF guidance document. Date of 
discontinuance (referring to devices no 
longer placed on the market) was also 
included.

The IMDRF guidance document on 
UDI of medical devices has included 
specific advice regarding the 
implementation of UDI for specific 
device types. For example, they advise 
that implantable devices should be 
manufactured ensuring all unit packs 
of implantable devices (lowest level of 
packaging) need to be identified/AIDC 
marked with an UDI (UDI-DI + UDI-PI). 
AIDC is Automatic Identification and 

Data Capture and refers to technology 
used to automatically capture data such 
as barcodes, smart cards, biometrics 

and radiofrequency identification 
(RFID). It is recommended that the PI 
should have the serial number  
for active implantable devices and 
should have the serial number for other 
implantable devices or lot number 
according to the manufacturer’s quality 
management system. The UDI of 
an implantable device must also be 
identifiable prior to implantation. 

Further information on the  
guidance document and its rules  
for specific devices types including: 

• Reusable devices requiring 
reprocessing between uses

•	 Non	IVD	and	IVD	Kits

•	 Configurable	medical	device	
systems

•	 Software	as	a	Medical	Device	
(SaMD)

May be found in the comprehensive 
final version now available online.1 
 
AIDC Automatic identification  
 and data capture.

DPM Direct part mark.

GHTF Global harmonization   
 task force.

GTIN Global trade item number.

HRI  Human readable information.

IMDRF International medical Device  
 regulators forum.

LIC Label identification code.

PPIC Processor product   
 identification code.

RFID Radiofrequency identification.

SaMD Software as a Medical Device. 

UDI Unique device identification.

UDI-DI Unique device identification  
 device identifier.

UDI-PI Unique device identification  
 production identifier.

UoU Units of Use.

 

References:

1 Final IMDRF guidance document: 
http://www.imdrf.org/docs/imdrf/
final/technical/imdrf-tech-131209-
udi-guidance.pdf.
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The Regulated Product 
Submission (RPS) 
proposal was endorsed 
as a New Work Item 
(NWI) by by the 
International Medical 
Device Regulators 
Forum (IMDRF) at its 
inaugural meeting 
in Singapore (March 
2012).  
 
 
The proposal, as endorsed, included 
the objective of establishing a 
comprehensive structure for premarket 
medical device submissions that can 
be used as a harmonised international 
electronic submission format while 
minimising regional divergences and 
indicating where regional variation 
exists. It is not intended to introduce 
any new regulatory requirements.

Two documents were developed, 
one for in-vitro diagnostics medical 
device (IVD) market authorisation 
submissions and the other for non- 
in-vitro diagnostics medical device  
market authorisation submissions. The 
documents are intended to provide 
guidance regarding the location of 
both common (IMDRF) and regional 
content for all submission types. As 
a consequence, not all headings are 
required for all submission types and/or 

IMDRF jurisdictions. The documents are 
now available on the IMDRF website 
www.imdrf.org.

The ToC documents have been 
developed with consideration of 
public comments and experience 
gained from the pilot testing of the 
draft ToC version. The ToC documents 
are intended to work together with 
a separate document created for 
each participating jurisdiction – a 
classification matrix. The classification 
matrix defines whether for the given 

submissions type a heading is required, 
not required, optional, conditionally 
required, etc. The classification 
matrices are the published under the 
authority of the regional regulator 
websites.

IMDRF will monitor the use of these 
structures and work to continually 
improve the documents at appropriate 
intervals based on sufficient use and 
experience. Comments or questions 
associated with these documents will 
be accepted to imdrf.toc@gmail.com.

http://www.imdrf.org/
mailto: imdrf.toc@gmail.com
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Clinical investigation  
cut-off dates
Please be aware of the following  
cut-off dates for the remainder 
of 2014 for submission of Clinical 
Investigations Applications to the 
HPRA:

•	 12th	August

•	 9th	September

•	 7th	October

•	 4th	November

•	 25th	November

Notified Body  
Operations Group  
(NBOG)
A meeting of the Notified Body 
Operations Group (NBOG) took 
place	on	the	17th	of	June	2014,	 
the main topics were: 

•	 Discussion	of	the	guidance	on	
reporting design changes and 
changes of the Quality System. 

•	 Discussion	around	change	of	 
Notified Bodies, in particular, 
involuntary changes due to  
cessation or restriction of scope.

•	 An	update	on	the	IMDRF	single	 
audit program and regulated  
product submissions group 
progress.

•	 An	update	on	the	voluntary	 
and mandatory Joint 
Assessments to date.

 

Compliance and  
Enforcement Group  
(COEN) 
The Compliance and Enforcement 
Group (COEN) met for the second 
time in 2014 in June where topics 
for discussion included:

•	 The	development	of	a	guidance	
document on market surveillance.

•	 The	labeling	of	devices	utilising	
phthalates.

•	 Development	of	a	checklist	 
for auditing of cleaning and  
re-sterilisation of re-usable  
sterile medical devices.

The next COEN meeting is  
scheduled for October 2014.

Joint Research Centre  
(JRC) 
A meeting of European Competent 
Authorities for medical devices was 
held at the Joint Research Centre 
(JRC), Ispra (VA), Italy on 20th May 
2014. The focus of the meeting 
was to discuss recommendations 
for the future EU centralised 
incident	reporting	system.	Key	
items discussed included a legal 
overview of the future EU centralised 
incident reporting system and the 
potential benefits of such a system for 
manufacturers, competent authorities, 
healthcare professionals and users. 

An overview on the currently available 
IT solutions for signal detection and 
trend analysis was provided, and a 
comparative analysis of available 
standardised patient outcome 
nomenclatures was presented to 
the group. Representatives from 
the European Medicines Agency 
(EMA) and the International Health 
Terminology Standards Development 
Organisation (IHTSDO) also 
attended the meeting to discuss 
the capabilities of MedRA (Medical 
Dictionary for Regulatory Activities) 
and SNOMED CT (Clinical Terms) and 
their potential application in  
the medical devices field. 

Competent Authorities  
for Medical Devices  
(CAMD) 
Swissmedic hosted the 34th 
Competent Authorities for Medical 
Devices (CAMD) by request of 
the Greek authorities. On 27 and 
28 May 2014, representatives 
of the competent authorities for 
medical devices in all EU and EFTA 
States, Turkey, and the European 
Commission met in Zurich to discuss 
current developments relating to the 
regulation of medical devices, and 
laid a foundation for future European 
collaboration. 

The main focus of the meeting was to 
agree on the proposed inter-authority 
structure for medical devices to 
regulate the future collaboration 
among the authorities of the Member 
States and the European Commission. 
An Executive Group consisting of 
seven members will in future prepare 
the work of the CAMD: its elected 
members are from Belgium, Germany, 
France, Great Britain (Chair), Ireland, 
Netherlands and Austria. 

Swissmedic organised the extremely 
well-attended CAMD meeting, 
with around 70 participants, in 
collaboration with Lithuania, Greece 
and Italy. Updates were provided in 
relation to the proposed regulations 
and the ongoing discussions and 
also in relation to the current state of 
play of the Joint Plan for Immediate 
action. Presentations were given by 
SwissMedic and the Greek National 
Organization for Medicines (EOF) 
in relation to the ongoing work 
within their agencies. The various 
CAMD working groups also provided 
feedback on their work programmes.
The CAMD provides the opportunity 
for all members to discuss the further 
development of regulation related to 
medical devices and strategic issues. 
The regular meetings constitute a 
unique dialogue platform for the 
competent authorities and the 
European Commission to further 
improve the safety of medical  
devices in Europe.
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Medical Device Expert Group 
in Vigilance (MDEG Vigilance)
A meeting of the MD Expert Group 
on Vigilance was held in Brussels 
on 10th and 11th July 2014. At this 
meeting a device specific vigilance 
guidance document for Cardiac 
Ablation Systems was discussed. 
The document was supported by all 
stakeholders. The document will be 
referred to the MDEG Plenary for final 
endorsement later this year.  

Proposed changes to the 
“Manufactures Incident Report” 
were outlined and discussed. These 
propose the inclusion of GMDN, 
UDI, adverse incident and patient 
harm nomenclature. The inclusion of 
more comprehensive data regarding 
“similar incident data” was also 
detailed. The anticipated changes 
were supported, in principal, by all 
stakeholders.  The mechanism for the 
introduction of the changes, however, 
was not agreed or finalised.  Further 
work is to be carried out in this 
regard. 

Industry presented a paper outlining 
several suggested changes to ISO/TS 
19218-1 and ISO/TS 19218-2 to reflect 
the IVD industry requirements. The 
changes will be proposed in the next 
revision of the standard.

The MHRA outlined of a national 
initiative that they have recently 
commenced with industry regarding 
the publication of incident 
investigation outcomes on their 
website. The need for improved 
transparency was recognise and 
supported by all stakeholder. The 
mechanism and the legal bases for 
such publications shall be explored 
further by the group.  

The taskforce that was convened to 
examine areas where coordination 
amongst Competent Authorities, in 
relation to vigilance issues, can be 
improved provided an update. It is 
envisaged that the group, chaired 
by HPRA, will have an advanced 
proposal to present at the next 
meeting. 

Ongoing work in the area of surgical 
meshes was presented.  
The outcome of a review that is being 
conducted by the SCENIHR  
is anticipated in early 2015. 

An update on the IMDRF Woking 
NCAR exchange working group 
was provided. The new revised 
exchange has not yet been finalised 
and will require considerable further 
discussion. 

The HPRA will be acquiring the role 
secretariat for the existing exchange 
system in September 2014.

Council Working Party  
(CWP)
The Working Party on Pharmaceuticals 
and Medical Devices at the European 
Council continued to discuss the two 
proposed Regulations on medical 
devices and in-vitro diagnostics. 
These proposals represent a 
significant revision of the current 
legislation. The HPRA attended these 
meetings to provide input and expert 
support to the Department of Health, 
who head the national delegation. 
The Working Party was chaired by 
the Greek Presidency from January to 
June and has now been succeeded 
by the Italian Presidency. The HPRA 
will continue to work to promote 
development and agreement on 
these two proposals as quickly as 
possible.

Clinical Evaluation 
mInvestigation Working 
Group (CIEWG)
The Clinical Investigation and 
Evaluation Working Group met in May 
2014. The main topics for discussion 
related to revision of the key guidance 
documents from this group: namely 
on Clinical Evaluation and on Clinical 
Investigations. In addition, the 
specific MEDDEV guidance on clinical 
requirements for coronary stents is 
to be revised. The European Society 
of Cardiology is to input signficantly 
into this work, providing advice on 
updated requirements and criteria to 
be met for coronary stents.

Regulatory 
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