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As part of our ongoing series of 
informed articles on developments in 
the medical devices field, this edition 
features two articles on Cochlear 
Implants: one on the clinical benefits 
of cochlear implants provided by 
the implant team from the National 
Cochlear Implant Programme in 

Beaumont Hospital and the second 
providing an overview of the 
ongoing research in Trinity Centre 
for Bioengineering as part of a 
collaborative approach between 
engineers and clinicians to improve 
patient healthcare in this specialised 
field.

The Gift of Sound: 
Clinical Benefits of 
Cochlear Implants
 
Cristina Simoes-Franklin, PhD and  
Professor Laura Viani, FRCSI (ORL), MSc., DMMD  
National Cochlear Implant Department,  
Beaumont Hospital, Dublin. 

The National Cochlear Implant 
Programme (NCIP) in Ireland was 
established in Beaumont Hospital in 
1995. This is the only centre in the 
Republic of Ireland that offers cochlear 
implantation to adults and children 
with profound hearing loss and, since 
its implementation, over 950 people 
have received cochlear implants. The 
NCIP is 100% publicly funded which 
has strengthened its position securing 
state funding over the years. In July 
2014, following a long campaign 
to expand the implantation criteria 
in children, the NCIP has received 
government approval to offer bilateral 
implantation to all children in Ireland, 
as per current international guidelines1. 

The Cochlear Implant Programme 
consists of a multidisciplinary team 
of surgeons, audiological scientists, 
speech and language therapists, 
teachers, nurses, medical physicists, 
psychologists, health care assistants 
and administrative staff. The team 
works together during the different 
stages of patient care and provide 
lifelong support to all implanted 
patients. 

 1   National Institute for Health and Care Excellence. Cochlear Implants for Children and Adults   
 with Severe to Profound Hearing Loss. 2009.

Save the Date
HPRA is planning an 
information day for medical 
devices on 18th November 
2016. The one day event 
will be hosted in the Crowne 
Plaza Santry Hotel, Dublin. 
Further details will be  
posted on our website 
shortly.
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Figure 1. The original prototype of the multichannel system implanted  
in Australia in 1978. (Source: National Museum Australia)

Figure 2. The internal and  
external components of a 
modern cochlear implant. 

Cochlear Implants:  
past and present
In a person with normal hearing, sound 
waves enter the ear and are conducted 
through the ear canal and middle ear 
until they reach the cochlea where tiny 
hair cells transform these mechanical 
vibrations into electrical impulses that 
are transmitted to the brain through 
the auditory nerve. However, for many 
people with impaired hearing, the 
cochlea has damaged or no hair cells, 
and is unable to transduce the acoustic 
vibrations. In these cases hearing can 
be restored by electrically stimulating 
the auditory nerve directly, bypassing 
the middle and inner ear. 

Although direct electrical stimulation of 
the auditory nerve has been attempted 
by Alessandro Volta in the late XVIII 
century, it was not until the late 1970’s 
that the technology was in place to 
safely attempt this procedure. The first 
multichannel cochlear implantation 
took place in 1978 in Australia and it 
was a world breakthrough as, for the 
first time, hearing had been restored 
in a deaf person. Figure 1 shows a 
prototype of the first implanted device 
and the speech processor worn by the 
user.   

Since then cochlear implants have 
changed considerably. Figure 2 shows 
a modern system which consists of 
an internal device and a “behind the 
ear” sound processor. During the 
implantation surgery, a delicate  

 
 
 
procedure that can take up to four 
hours, the internal components are 
inserted underneath the skin. The 
receiver sits behind the ear and the 
electrode array is gently inserted 
into the cochlea. Two to four weeks 
after surgery the internal and external 
components are coupled together and 
the device is finally switched on, and 
for many recipients this is their first 
experience of sound. 

During their first year following 
implantation, users attend frequent 
clinical appointments for device 
programming and aural rehabilitation 
sessions that help users make sense 
of the new sounds. Modern cochlear 
implant systems also offer a wide range 
of accessories and wireless connectivity 
solutions which enable them to engage 
in leisure and sports activities which 
have been previously contraindicated.

 
Clinical Benefits in Children
Over 50% of cochlear implants users 
in Ireland are children and the clinical 
outcomes of the procedure are 
remarkable. It gives children access to 
sound and, consequently, to develop 
and understand speech, which means 
that children with cochlear implants 
can have the same opportunities as any 
child born with normal hearing. 

 
 
 
The NCIP is currently conducting 
a retrospective study looking at 
the educational and professional 
outcomes of the children implanted 
in Ireland from 1995 to the end of 
2001. Preliminary results show that 
approximately 68% of these children 
attended mainstream primary schools. 
For the cohort of users that are now 
over 18 years of age, 41% completed 
or are currently attending 3rd level 
education and 36% are employed2. 

Although these results are incredible, 
they are likely to improve in the 
forthcoming years. Since the 
introduction of the Newborn Hearing 
Screening in 2011, children born with 
hearing loss are diagnosed, referred 
and implanted at earlier ages which will 
evidently lead to better performance 
outcomes. Furthermore, children are 
also receiving bilateral implants which 
enable them to have better perception 
of speech and the ability to localise 
sounds in space.  
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Clinical Benefits in Adults
In Ireland approximately one in six 
adults suffer from some sort of hearing 
loss. This is a bigger problem for the 
older population, with one in three 
people over the age of 65 to suffer 
from disabling hearing loss. The World 
Health Organisation estimates that 
hearing loss will soon become one of 
the top ten most costly conditions in 
the developed world.  

The actual benefits of cochlear 
implantation are extremely hard to 
estimate. In 2006 Australian researchers 
estimated the economic impact of 
hearing loss to be around 1.4% of 
the annual GDP3. Roughly 57% of 
these costs are associated with higher 
unemployment rates and lower wages. 
In Ireland such an estimate would 
correspond to €2.2 billion yearly loss4.

But the economic impact is only 
a fraction of the real effect of the 
condition. When people are unable 
to communicate with others, it affects 
their social and family interactions 
which in turn impacts on mental 
health and cognition and leads to 
depression and early dementia. 
Cochlear implantation in adults enables 
people to continue to engage in their 
professional and social activities and to 
remain active members of society. 

The Challenges
Although cochlear implantation is 
sometimes referred to as a modern 
day miracle, there are still many 
challenges to overcome. The 
digitalised information delivered to 
the auditory nerve via the cochlear 

implant is different from the acoustic 
sound. This makes it difficult for some 
users to understand speech in noise or 
more complex sounds such as music. 
Cochlear implant manufacturer’s are 
constantly improving programming 
strategies that can improve these 
technical limitations and improve 
user’s experiences. Furthermore, 
the development of objective 
measurements as clinical tools to 
assess users performance and predict 
clinical outcomes are extremely 
important to ensure very young 
children, and users unable to provide 
behavioural feedback, are getting the 
best possible access to sound5.

Cochlear Implants (CI) partially restore 
hearing to sensorineural hearing loss 
patients and have been said to be the 
most successful neural prostheses. 
Meanwhile, CI population is rapidly 
expanding and both children and 
adults are benefiting from this 
technology. A CI consists of a sound 
processor that picks up the sound 
from an external microphone and 
transforms the acoustic signals into 
electric currents controlled by a 
speech processing strategy and a 
surgically implanted electronic device 
that directly stimulates the auditory 
nerve with electric current. The rate of 
electrical stimulation influences sound 
perception and speech performance. 
Over the past years, Trinity Centre for 
Bioengineering (TCBE) in collaboration 
with the National Cochlear Implant 

Programme has been actively involved 
in conducting research in this field, 
contributing to the understanding 
of the desired outcomes of cochlear 
implantation. TCBE was established in 
2002 to bring engineers and clinicians 
together to improve patient healthcare. 

The National Cochlear Implant 
Programme not only offers necessary 
medical services to patients, it also 
provides post-implantation service 
and rehabilitation. Once implanted, 
CI users require frequent tuning of 
their sound processor for the brain to 
adapt to the new sounds produced by 
the device and this is carried out by 
the audiological scientists. At present, 
most of the assessments depend on 
behavioural responses that result in a 
large variability in sound perception 
and speech performance among 

CI users. Objective measurements 
may provide a useful alternative to 
behavioural testing or even predict 
post-implantation performance. 
Therefore, one of the main research 
areas in TCBE is to provide an 
objective measurement of speech 
discrimination for the clinical team 
in order to assess post-implantation 
evaluation, particularly useful in infants, 
congenital deaf elderly and new users. 

A speech signal consists of temporal 
(time domain) and spectral (frequency 
based) characteristics, which require 
different sound processing abilities. 
The research group in TCBE developed 
a neural based objective performance 
metric to estimate the speech 
discrimination abilities in CI users. It 
is a clinically friendly single channel 
electroencephalogram (EEG) set-up in 

 2   E. Walshe, R.O’. Halpin, C. Simoes-Franklin, F. Glynn, P. Walshe, L. Viani. Educational Outcomes in Paediatric CI users in Ireland.  
 The British Cochlear Implant Group Meeting. April 2016.

 3   The Economic Impact and cost of Hearing Loss in Australia. Access Economics. 2006 

   4   DeafHear submission to ComReg’s Public Consultation, April 2016  
5   Lau C, Waechter S, Lopez Valdes A, Simoes-Franklin C, Viani L, Reilly R. Cochlear Implant Research in Trinity Centre for Bioengineering.  
 HPRA Newsletter, Issue 45, May 2016.

Cochlear Implant Research in  
Trinity Centre for Bioengineering
 
CriLau C, Waechter S, Lopez Valdes A, Simoes Franklin C, Viani L, Reilly R.
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which the main electrode is placed  
on the patient’s scalp at the vertex  
(the topmost point of the head)1. 
Research carried out in TCBE has shown 
that EEG signatures acquired with 
the single-channel set-up, such as the 
mismatch negativity (MMN) and the 
acoustic change complex (ACC), can 
be used as an objective alternative to 
behavioural feedback to assess spectral 
perception and discrimination abilities 
on CI users2,3,4. Moreover, a study on 
temporal discrimination in CI users is 
also performed using Schroeder-phase 
harmonic complexes where a pair of 
sounds has equal frequency  
but different temporal structures5.

Listening to conversations in noisy 
environment is a big part of our lives 
and it is very challenging for CI users. 
Therefore, different programmes in  
the sound processor allow CI users to 
adapt to different environments.  
A study conducted by TCBE 
investigated the effects of stimulation 
rate and onset delay on synthetic 
vowel-in-noise recognition in CI users. 
Results illustrated that CI users hear 
better when the vowel has a higher 
stimulation rate than the noise and 
when the onset of the vowel was 
delayed with respect to the noise 
regardless of the stimulation rate. 
This information could help to design 
speech processing strategies for 
optimal speech-in-noise recognition6. 

Recently, a retrospective study on 
revision cochlear implant (RCI) surgery 
was presented in the 12th European 
Symposium Paediatric Cochlear 
Implant, Toulouse7. Although rare,  
RCI in children might be required 
either due to device malfunction or 
medical complications. It is important 
for the clinical team to have fast 

access to objective measures that can 
predict device malfunction and patient 
performance decrement which can 
haste the decision of re-implantation, 
and minimize the impact of a device 
malfunction in language development. 

Research towards a clinical objective 
metric for evaluation of CI performance 
may provide the audiological scientist 
with additional tools for an optimal 
tailoring of individual rehabilitation 
processes. This in turn will maximise 

the outcome of the CI and contribute 
to reduce the large outcome variability 
currently observed among the CI user 
community. Future research aims to 
develop objective measurements in 
hearing assessment but also to develop 
a remote control for sound processor 
fitting assessment. Study on combining 
temporal and spectral discrimination is 
yet to be performed. 
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Experiment set-up. 

1    Mc Laughlin M, Lopez Valdes A, Reilly RB and Zeng FG. Cochlear implant artefact attenuation in late auditory evoked potentials: A single channel 
approach. Hearing Research. 302:84-95. 2013.

2    Lopez Valdes A, Mc Laughlin M, Viani L, Walshe P, Smith J, Zeng FG and Reilly RB. Auditory mismatch negativity in cochlear implant users: a 
window to spectral discrimination. Conference Proceedings IEEE Engineering in Medicine and Biology Society. 2013:3555-8. 2013.

3    Lopez Valdes A, Mc Laughlin M, Viani L, Walshe P, Smith J, Zeng FG and Reilly RB. Objective Assessment of Spectral Ripple Discrimination in 
Cochlear Implant Listeners Using Cortical Evoked Responses to an Oddball Paradigm. PLoS One. 9(3):e90044. 2014.

4    Lopez Valdes A, Mc Laughlin M, Viani L, Walshe P, Smith J, Zeng FG and Reilly RB. Electrophysiological Correlates of Spectral Discrimination for 
Cochlear Implant Users. 37th Annual International Conference of the IEEE EMBS. 2015.

5    Leijsen AM, Lopez Valdes A, Mc Laughlin M, Smith J, Viani L, Walshe P and Reilly RB. An Approach to Develop an Objective Measure of Temporal 
Processing in Cochlear Implant Users Based on Schroeder-phase Harmonic Complexes. 37th Annual International Conference of the IEEE EMBS. 
2015.

6   Mc Laughlin M, Reilly RB and Zeng FG. Rate and onset cues can improve cochlear implant synthetic vowel recognition in noise. The Journal of the 
Acoustical Society of America. 133(3):1546-60. 2013.  

7  Simões-Franklin C, Glynn F, Walshe P and Viani L. Revision cochlear Implant Surgery in Children: Indications, Outcomes and Predictors. 12th 
European Symposium Paediatric Cochlear Implant. Toulouse. June 2015.



 

 

 

HPRA Medical Device  
Communication Platforms

The HPRA, as the competent authority 
responsible for the regulation of 
medical devices in Ireland recognises 
the importance of communication 
with stakeholders and we are striving 
to find better more effective ways of 
communicating and engaging with our 
stakeholders. With the launch of our 
strategic plan, one of the key strategic 
goals is ‘to promote greater stakeholder 
engagement in the role of the HPRA’.  

One key area of engagement in medical 
devices is in the vigilance area where 
the key objective is the dissemination 
of information to prevent recurrence 
of an incident, or to alleviate the 
consequences of such incidents in order 
to minimise risks to the safety of patients 
and users. This usually takes the form of 
an HPRA Safety Notice.

 

 
Safety Notices

Safety notices account for the majority 
of our published communications 
relating to medical devices. They 
are primarily targeted at healthcare 
professionals, carers and users of 
medical devices. Safety notices  
generally provide safety information 
which may be medical device or issue 
specific. Safety notices may also be 
issued to communicate general safety 
information, e.g. the “Medical Devices 
in the Home’ safety notice SN2015(02).   
Further information on medical 
device safety notices can be obtained 
from SN2014(16). Our published 
communications also comprise: 
information notices, information leaflets, 
guidance documents and newsletter 
articles depending on the key message 
and the target audience. We also 
encourage engagement through our 
information days and participation in 
conferences and stakeholder events.

Information Notices

The HPRA also issues information 
notices relating to medical devices.  
These notices aim to raise awareness 
to particular issues that affect or have 
the potential to affect medical devices 
or borderline products, e.g. ‘Food 
Intolerance Testing’ Information notice 
IN2015(2). Our information notices 
typically highlight a potential issue and 
provide some recommendations related 
to the specific issue.

 
Information Leaflets

Medical Device information leaflets 
are also published by the HPRA. 
These provide information in an easy 
to understand format for patients and 
members of the public. Our aim is to 
engage with individuals to provide 
them with information based on the 
experience gained by the HPRA in 
undertaking our regulatory role. This 
information generally comes to light 
as a result of market surveillance 
studies, vigilance reports or feedback 
from healthcare professionals and 
users. Another aim of these leaflets 
is to encourage user reporting. Our 
information leaflets can be found on 
the HPRA website and have also been 
circulated to GPs and pharmacies. 
To date, information leaflets have 
been published to disseminate 
information regarding several medical 
devices including contact lenses and 
blood glucose meters, in addition to 
communicating general information 
such as information to be aware of when 
buying medical devices online.

 
Guidance Documents

The HPRA publishes regulatory 
information for medical device 
stakeholders including economic 
operators such as manufacturers, 
authorised representatives and 
importers; sponsors of clinical 
investigations; manufacturers of 
custom-made medical devices; persons 
responsible for placing medical devices 
on the market, as well as providing 
practical guidance on how to comply 
with the requirements of the legislation.  
The publications section of our website 
is structured to group the information 
into sections such as: guidance 
documents, forms and applications, 
information leaflets, newsletters and 
reports.
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HPRA Medical device 
communication platforms

https://www.hpra.ie/docs/default-source/default-document-library/strategic-plan-2016---2020-english.pdf?sfvrsn=2
https://www.hpra.ie/docs/default-source/Safety-Notices/sn201502_devicesinthehomesn_020215.pdf?sfvrsn
http://www.hpra.ie/homepage/medical-devices/safety-information/safety-notices/item?t=/SN201416-revised&id=0ffa0326-9782-6eee-9b55-ff00008c97d0
https://www.hpra.ie/docs/default-source/default-document-library/info-notice---food-intolerance-tests-final.pdf?sfvrsn=0
https://www.hpra.ie/docs/default-source/publications-forms/information-leaflets/hpra_safety-tips-contact-_web.pdf?sfvrsn=4
https://www.hpra.ie/docs/default-source/publications-forms/information-leaflets/hpra_blood-glucose-meters_web.pdf?sfvrsn=4
https://www.hpra.ie/docs/default-source/publications-forms/information-leaflets/hpra_online-devices_web.pdf?sfvrsn=4
http://www.hpra.ie/homepage/about-us/publications-forms
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Other Communication Platforms

The HPRA endeavours to host 
information days related to the medical 
devices sector on a biennial basis where 
regulatory updates and key findings 
are communicated to stakeholders 
while we also endeavour to participate 
in various events and conferences that 
might foster engagement with the 
medical device stakeholder groups 
and associations. Our next Information 
Day for medical devices will be held 
on the 18th November 2016 in the 
Crowne Plaza Hotel in Santry. Further 
detail on the format and content will be 
announced on ‘Medical Devices News & 
Events’ section of our website shortly.

 
Latest Updates

A number of significant improvements 
with regard to HPRA communications 
were implemented over the past 
number of years. This coincided with the 
rebranding of the HPRA. Inputs to our 
communications development process 
came from a safety communications 
survey conducted in 2012 and the 
more recent newsletter survey on 
communications conducted in 2015 and 
include:  

• New look HPRA website

• New Format for Safety Notices

• New Process for Safety Notices –  
(UK MDAs are no longer circulated)

• Introduction of Information Notices

• New look HPRA patient brochures

• Further development of the HPRA 
newsletter. 

 
The HPRA website underwent a 
substantial transformation with 
improved navigation and design. 
Sub homepages were created for the 
following:

• Medical Devices “Safety Information” 

• Medical Devices “Regulatory 
Information”

• List of latest product updates, Field 
Safety Notice summaries and news 
updates specific to medical devices

• Quick links e.g. Consumer leaflets, 
medical devices newsletter and 
reporting adverse incidents.

In addition, sub homepages have 
been developed specific to individual 
sectors such as Industry, Healthcare 
professionals and Patients and Members 
of the Public. Manufacturer’s Field Safety 
Notices are also uploaded to the HPRA 
website on a monthly basis. These Field 
Safety Notices are circulated by the 
manufacturer and the issues covered 
by these notices range from product 
recalls to updated information on the 
appropriate use of medical devices.

Healthcare professionals and the public 
need access to clear, readily available, 
high-quality information on which to 
base their health decisions. The HPRA 
will make use of all appropriate channels 
to communicate comprehensively and 
effectively with health product users 
and other key audiences. In addition, 
the industry needs to be fully informed 
of the regulatory environment and any 
changes or impact for the industry and it 
is our objective to ensure we engage as 
effectively as possible with the industry 
to foster open and transparent dialogue.  
We welcome any suggestions for 
improved communication mechanisms 
that you may have – any feedback may 
be submitted by email to  
devices@hpra.ie

Advisory Committee  
for Medical Devices

The Advisory Committee for Medical 
Devices (ACMD) assists and advises 
the HPRA in relation to any matters 
pertaining to public health, safety or 
quality of medical devices and in vitro 
diagnostic medical devices which 
may be referred to it. The Committee 
members are appointed by the Minister 
for Health for a period not exceeding 
five years.

A new Committee was appointed by 
the Minister with effect from January 
1st2016. The Committee members are:

Mr Wilfrid Higgins – Chairperson – 
Principal Engineering Advisor, HSE Retd.

Prof David Barton – Geneticist/ Chief 
Scientist, OLCHC

Dr Vivion Crowley – Consultant 
Chemical Pathologist, St James’ 
Hospital

Mr Ger Flynn – National Clinical Head of 
Medical Devices, HSE

Dr Fergal McCaffrey – Director of 
Regulated Software Research Centre, 
Dundalk IT

Dr Margaret O’Donnell – Consultant 
Plastic Surgeon, St Vincent’s Private 
Hospital, Blackrock Clinic, Bon Secours 
Hospital

Prof Martin O’Donnell – Professor 
Translational Medicine, NUIG

Prof Richard Reilly – Professor and 
Research Chair of Neural Engineering, 
TCD

Prof Mary Sharp – Assistant Professor 
School of Computer Science & Statistics, 
TCD

Mr Sean Paul Teeling – Assistant 
Director of Nursing/ Lean Six Sigma 
Coordinator, Mater Hospital

Prof Sean Tierney – Consultant Vascular 
Surgeon, RCSI, Tallaght Hospital 

http://www.hpra.ie/homepage/medical-devices/news-events
http://www.hpra.ie/homepage/medical-devices/news-events


Tooth  
whitening 
products 
containing 
hydrogen 
peroxide
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Legislation clarifying the restrictions 
on use of hydrogen peroxide in tooth 
whitening products came into force 
in October 2012. Over the last three 
years, HPRA has seen a number of 
non-compliances with these products 
through our market surveillance 
activities; many of these included 
products incorrectly CE marked as 
medical devices. Tooth whitening 
products are cosmetic products.  
This article provides a summary of 
the requirements under Regulation 
1223/2009 on cosmetic products, as 
amended, around tooth whitening 
products containing hydrogen peroxide 
and hydrogen peroxide releasing 
substances such as carbamide peroxide 
and zinc peroxide. 

 
Background to the legislation

The European Commission’s 
independent Scientific Committee 
has been consulted and expressed 
its view on several occasions on the 
safety of hydrogen peroxide, in its free 
form or when released, in oral hygiene 
products, and, in particular, in tooth 
whitening products. An assessment by 
the European Commission’s Scientific 
Committee on Consumer Safety 
(formerly the Scientific Committee on 
Consumer Products) published in 2007 
(SCCP/1129/07) notes that particular 
care in using tooth whitening/ bleaching 
products should be taken by persons 
with gingivitis and other periodontal 
diseases or defective restorations. A 
clinical examination by a dentist prior to 

using such tooth whitening products will 
ensure the absence of any conditions, 
such as, pre-existing oral tissue injury or 
pathology or concurrent use of tobacco 
and/or alcohol, which may exacerbate 
the possible toxic effects of hydrogen 
peroxide. 

The assessment concludes that a limit 
of 0.1% hydrogen peroxide, present 
or released, is safe for use without 
consultation with and approval of 
the consumer’s dentist. Products 
containing more than 0.1% and up 
to 6% hydrogen peroxide, present or 
released, are considered safe for use 
after consultation with and approval of 
the consumer’s dentist. Because of the 
risks of acute and long-term effects, 
tooth whitening products containing 
more than 6% hydrogen peroxide 
are not considered safe for use by 
the consumer. In light of this opinion, 
Council Directive 2011/84/EU ‘The 
Tooth Whitening Directive’ was adopted 
in September 2011 and came into force 
in October 2012

 
Qualification and Use Criteria

In 2012, ‘The Tooth Whitening 
Directive’, came into force for the 
purposes of assuring a greater degree 
of protection of consumer health in 
the area of tooth whitening products.  
Tooth whitening products applied 
to the surface of the tooth qualify as 
cosmetic products and are subject 
to the regulatory requirements in 
Regulation (EC) No 1223/2009 on 

cosmetic products, as amended and 
to Council Directive 2011/84/EU 
which stipulates requirements around 
the use of hydrogen peroxide and 
the administration of such products.
The restrictions set by the ‘Tooth 
Whitening Directive’ and subsequently 
included into the Cosmetics Regulation 
(EC) No 1223/2009 by technical 
adaptation, limit the concentration of 
hydrogen peroxide to a maximum of 
0.1% in products directly available to 
consumers. Hydrogen peroxide in tooth 
whitening products above 0.1% and up 
to 6% is permitted when administered 
under the professional supervision of 
a dental practitioner. A restriction on 
the sale of such products means that 
tooth whitening or bleaching products, 
containing greater than 0.1% hydrogen 
peroxide, can only be sold to dental 
practitioners. In addition, such products 
should not be used on persons under 
18 years of age. 

For each cycle of use, the first 
application is performed by a dental 
practitioner, as defined under Directive 
2005/36/EC, or under his /her direct 
supervision if an equivalent level of 
safety is ensured. Dental practitioners 
may then provide the product to the 
consumer to complete the cycle of use. 

Tooth whitening products that are 
CE marked as medical devices are 
incorrectly classified as such and should 
be brought to the attention of the 
HPRA by contacting devices@hpra.ie or 
cosmetics@hpra.ie.
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Importing tooth whitening products

If a dentist imports a tooth whitening 
product from a country outside the 
European Union (including internet 
supplies) for sale or supply in the 
form of a service, the dentist may be 
considered the Responsible Person (RP) 
for the product under the Cosmetics 
Regulation. In such cases, dentists are 
advised to contact their supplier to 
determine if a designated European 
RP has been appointed for the specific 
product. 

The RP is legally accountable for 
ensuring that the cosmetic product 
is in compliance with the cosmetics 
legislation. As such, the RP is required 
to maintain a product information file, 
which includes a safety assessment, 
and to submit a cosmetic product 
notification to the EU Commission’s 
Cosmetic Product Notification Portal. 
For further information on product 
information file requirements and the 
responsibilities of the RP, refer to the 
HPRA’s Guide to Cosmetics at  
www.hpra.ie  

Complaints and undesirable effects 
(adverse reactions)

It is recommended that all Serious 
Undesirable Effects (SUEs) relating to 
tooth whitening or bleaching products, 
or any cosmetic products, occurring 
on the Irish market be reported to the 
HPRA as Competent Authority and 
to the Responsible Person for that 
product in order to allow the effect 
to be investigated. The HPRA can be 
contacted by e-mail at  
cosmetics@hpra.ie

The Netherlands assumed the 
Presidency of the European Council 
in January and set out a very clear 
strategy for completing the process 
of review of the proposals for medical 
devices in order to achieve an 
agreeable text ready for adoption 
by co-decision with the European 
Parliament during their tenure. The 
Netherlands Presidency has continued 
to make progress on the dossiers 
with completion of the 10th political 
trialogue with the European Parliament 
and the European Commission in 
May. It is expected that a final text 
will be presented for adoption at the 
Employment, Social Policy, Health and 
Consumer Affairs (EPSCO) Council 
of Health Ministers in June 2016. If 
successful, the text can then hopefully 
be ratified by both the European 
Parliament and Council prior to its 
final adoption and publication by the 
European Commission. 

We anticipate that the legal text will 
be subject to translation and final 
legal checks and will be published in 
the Official Journal of the European 
Union in late 2016. Following that the 
transition periods take effect from 6 
months (implementation of Notified 
Body Requirements) to 5 years 
(implementation of the IVD regulation) 
following its publication in the Official 
Journal.

The HPRA continues to support the 
work of the Department of Health who 
head the national delegation at the 
Working Party discussions to promote 
agreement on these two proposals.
 
EU working groups update
Compliance and Enforcement 
Working Group (COEN)

The Compliance and Enforcement 
Group (COEN) met in Brussels in March 
2016 where specific market surveillance 
activities and projects were discussed. 
The updated COEN communication 
form was agreed and has been 
adopted by Competent Authorities 
pending official endorsement at the 
next CAMD meeting in Amsterdam in 
June. 
 

MDEG Vigilance

A meeting of the MD Expert Group on 
Vigilance was held in Brussels on 8th 
and 9th March 2016. The first day of 
the meeting involved a closed session 
attended by Member States and the 
European Commission with the second 
day of the meeting also attended by 
representatives of the medical devices 
industry. 

Brief updates were provided on 
the proposed new medical devices 
regulation and the status of IMDRF 
work items. 

Device specific vigilance reporting 
guidance aimed at manufacturers 
was adopted for coronary stents and 
ablation devices and shall be referred 
to the MDEG plenary meeting for final 
endorsement. Cardiac Implantable 
Electronic Devices, Breast implants and 
insulin infusion devices were proposed 
as topics for new device specific 
vigilance guidance. Two taskforces 
were identified to develop the Cardiac 
Implantable Electronic Devices and 
Breast implants documents in advance 
of the autumn meeting. 

The 3 taskforces working on revisions 
to the MEDDEV 2-12.1 (current rev 8); 
the trending taskforce, the coordination 
taskforce and the taskforce looking 
at the Field safety notice template 
all provided updates on their work. 
Industry comments were also sought 
in the open section of the meeting. 
Further work will be required before 
the taskforces will be able to merge 
their proposals into rev 9.

The Commission will shortly publish 
an updated XML version of the 
manufacturers reporting form on their 
website. A new taskforce to develop 
the MIR form was proposed along with 
a taskforce, chaired by HPRA, to work 
on guidance development outlining 
the operation of vigilance related 
taskforces. 
 

Proposals for a new 
regulation on medical 
devices and in vitro
diagnostic medical devices

https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/adv-g0007-guide-to-cosmetics-v3.pdf?sfvrsn=20
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New and Emerging Technologies 
Group (NET)

The New and Emerging Technologies 
WG meeting was held on the 14th April 
2016. The list of Special Interest Groups 
(SIGs) was discussed and a statement on 
the scope for each was adopted at the 
meeting. Each SIG presented an update 
on their work. Current SIGS are SIG 
3D, SIG Nano, SIG Radiotherapy, SIG 
Telemedicine, SIG IVD, SIG Implantable, 
SIG Medical Imaging. 

There were detailed discussions on 
horizon scanning, with a focus on the 
criteria for establishing new SIGs and 
also methodology for Horizon Scanning. 
Areas of current interest for horizon 
scanning include artificial intelligence, 
materials for self-repair and brain 
stimulation.  
 
Software working group

The Software WG meeting was held via 
conference call on the 15th April 2016 
where the key ongoing activities were 
discussed. The ongoing work being 
carried out by the group to further 
develop the European Commission 
Guidance MEDDEV 2.1/6 concerning 
qualification and classification of 
standalone software was discussed. 

An update was provided on the work 
being carried out by the IMDRF 
Software work group to develop 
guidance on clinical evaluation for 
software as a medical device. Currently 
a European mirror group has been set-
up to contribute to the IMDRF work in 
developing this guidance. 

The Commission, through DG Connect, 
provided an update on the ongoing 
work in the area of mHealth and the 
development of the code of conduct 
(CoC) for manufacturers and developers 
of all mHealth apps. The CoC is being 
developed by industry representatives. 
This will be presented at the upcoming 
mHealth conference in June. A 
presentation was given on the subject 
of cybersecurity for software.  

IVD Technical Group

A meeting of the IVD Technical Working 
group was held on 18th March 2016. A 
number of work items were discussed 
including proposed updates to the 
CTS for HIV self-tests and HCV and 
proposed CTS for detection of Chagas 
and Syphilis.  

An update was provided in relation to 
the NBOG coding system proposal.  
Notified Bodies have an urgent need 
for these codes so they can start to plan 
for and resource the implementation of 
the IVD Regulation.   

EDMA provided an update on 
the ISO working draft standard on 
“Clinical performance studies for in 
vitro diagnostic devices (IVDs) using 
specimens from human subjects – Good 
study practice”. This is a new standard 
for clinical performance studies using 
human specimens.  The standard will be 
useful for the implementation of the IVD 
Regulation.  It is hoped to finalise the 
standard towards the end of 2016 with 
a view to publishing early next year.  

An update was also provided on the 
state of play of negotiations on the 
medical devices legislative package 
 
Clinical Investigation & Evaluation 
(CIE) Working Group 

A meeting of the CIEWG was held by 
teleconference in April to deal with 
ongoing work items. The main work 
item completed was the revision of 
the MEDDEV guidance on clinical 
evaluation (MEDDEV 2.7/1) which was 
adopted by the group. In addition work 
is ongoing on developing guidance 
and inputting into standards and 
specifications development on Trans-
catheter Aortic Valve Implants (TAVI) 
and on coronary stents. This work 
includes inputs from the European 
Society of Cardiology and the EU 
Commission’s Joint Research Centre 
(JRC).  
 

International Medical Device 
Regulators Forum (IMDRF)

The IMRDF Management Committee 
met in Brasilia during March. The 
IMDRF aims to harmonise regulatory 
requirements and best practices 
on medical devices throughout 
each global region. Updates were 
discussed on ongoing work items 
including the Medical Device Single 
Audit Programme (MDSAP), National 
Competent Authority Report (NCAR) 
exchange, Regulated Product 
Submissions (RPS), Software as a 
Medical Device (SAMD), Adverse 
Event Nomenclature and Medical 
Device Registries. New Work Items 
including defining the competency 
requirements for pre-market reviewers 
of medical devices and of improving 
the mechanisms for developing medical 
device standards were agreed. 

The HPRA, in addition to being part of 
the EU delegation on the Management 
Committee (along with Germany, 
France and the EU Commission) also 
act as the international secretariat for 
the NCAR exchange system. HPRA 
participates actively in the RPS and 
related Table of Contents (ToC) working 
groups, in the NCAR working group and 
act as observers for EU and auditors for 
the ongoing pilot of the MDSAP. 

The IMDRF Table of Contents pilot 
(a work stream of the RPS group) is 
ongoing. The pilot will continue until 
the target number of applications 
for review is received. In addition 
the business case and long term 
outlook for RPS was approved at the 
IMDRF Management Committee and 
implementation will progress.

The HPRA is also an EU observer in the 
Medical Device Single Audit Program 
(MDSAP). Through participation in 
assessments, an understanding of the 
applicability of the program for Europe 
will be gained. 

The IMDRF Management 
Committee in Brasilia – 
composed of regulatory 
officials from Australia, 
Brazil, Canada, China, 
Europe, Japan, Russia 
and the United States  
of America  


