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We want to ensure that our newsletter meets the needs 
of all of our stakeholders. We have included a link to a 
short survey in order for us to better understand your 
interests in medical devices. The feedback we receive  
will help us tailor our newsletter to your needs.  
If you would like to see a particular issue addressed 
within the newsletter or you have a comment  
on the format/content of our newsletter, please let us 
know and we will take your comments on board for our 
next edition, all comments gratefully appreciated:  
https://www.surveymonkey.com/r/V98PDJP

Have Your Say 
- Stakeholder 
Survey

mailto:devices%40hpra.ie?subject=
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In this edition we feature an article by 
Siobhán Harty, Ph.D of Dr Redmond 
O’Connell’s laboratory in Trinity College 
Dublin. Much of Siobhán’s work focused 
on investigating the potential of tDCS 
as a tool for improving our knowledge 
of how the brain works and as a method 
for enhancing cognitive functioning 
in the aging population. She is now 
working as a post-doctoral researcher 
at the University of Oxford where she is 
continuing to explore the cognitive and 
neural effects of tDCS and other non-
invasive brain stimulation techniques.

As the societal, health and economic 
impact of global population aging 
becomes increasingly apparent, 
harnessing neural plasticity to 
enhance cognitive function has 
become something of a holy grail for 
neuroscientists. In pursuit of this, a 
nice body of evidence on the positive 
impact of interventions relating to diet, 
exercise and cognitive training (e.g. 
brain training; computer games) on 
cognitive functioning has accumulated. 
However, of late, there has been a 
prominent surge of interest in exploring 
transcranial stimulation techniques that 
might have the potential to modulate 
the functioning of neural systems 
more directly. One such method is 
transcranial direct current stimulation 
(tDCS). tDCS is a non-invasive form 
of brain stimulation in which a weak 
electrical current (1 – 2 mA) is passed 
through electrodes applied to the 
scalp surface. The basic principle is 
remarkably simple, the tDCS device 
is really just a small battery and the 
current is transferred to the scalp via 
two electrodes called the cathode and 
the anode, which are connected to 
the negative and positive terminals, 
respectively (Figure 1). Although the 
precise mechanisms through which 
tDCS impacts brain function are not 
yet fully understood, there is a large 

degree of consensus that it causes 
alterations in the excitability of cortical 
neurons. These effects are polarity-
dependent such that anodal stimulation 
increases cortical excitability and 
cathodal stimulation decreases 
cortical excitability. This effect is 
commonly attributed to a subthreshold 
modulation of resting membrane 
potentials, and both behavioural and 
physiological data suggests that it can 
persist even after stimulation stops. 
Consequently, researchers have used 
the technique both as a means of 
better understanding the functional 
role of distinct brain regions and also 
as a potential method for enhancing  
cognitive function. 

While tDCS has limited spatial focality 
in comparison to other more widely 
investigated transcranial stimulation 
techniques, such as transcranial 
magnetic stimulation (TMS), it does 
have several advantages. Foremost 
among these is the fact that it is 
easier to conduct placebo stimulation-
controlled studies with tDCS, because, 
with the exception of slight tingling or 
itchiness, individuals rarely experience 
sensations or side effects. Compared 
to TMS, tDCS is also currently much 
more portable and less expensive. 

Many of these advantages have led to 
the increased use of tDCS in clinical 
and research settings. tDCS has now 
been used in hundreds of studies to 
modulate a wide range of perceptual, 
motor and cognitive functions  
(Figure 2). 

The combined use of tDCS with 
neuroimaging methods such as 
functional magnetic resonance imaging 
(fMRI) and electroencephalography 
(EEG) also represents an especially 
powerful approach for gaining 
sophisticated insights into functional 
neural networks in healthy individuals, 
as well as in those suffering from 
particular cognitive impairments. 
To offer one example of some tDCS 
research that has been performed in 
Ireland, at Trinity College Institute of 
Neuroscience, we have demonstrated 
that tDCS applied over the right 
frontal lobe, reliably improves older 
adults’ capacity to detect their errors 
during performance of a cognitive 
task1. When we acquired EEG data 
concurrent to the application of tDCS 
we were also able to determine that 
these tDCS-induced improvements in 
error detection were accompanied by 
an enhancement in two specific neural 
mechanisms. 

Figure 1. 

A schematic of a tDCS 
montage and a heat map of the 
associated current flow. In this 
particular schematic, the anode 
is placed over the right frontal 
lobe and the cathode is place 
over the vertex between the two 
hemispheres. The current flows 
from the anode, through the 
brain, to the cathode. 

 1 Harty, S., Robertson, I. H., Miniussi, C., Sheehy, O. C., Devine,C. A., McCreery, S., & O’Connell, R. G. (2014). Transcranial direct current   
  stimulation over right dorsolateral prefrontal cortex enhances error awareness in older age. The Journal of Neuroscience, 34(10),3646-3652.

‘Mind Yourself’ An overview  
of transcranial Direct Current Stimulation (tDCS)  
Dr Siobhán Harty and Dr Redmond O’Connell
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tDCS has additionally been identified 
as showing promise as a tool for 
treating several psychiatric and 
neurological conditions including 
depression, chronic pain, and 
neurodegenerative disorders. In 
particular, there is growing interest 
in exploring its capacity as either 
an alternative for, or adjunct to, 
pharmacotherapy—in the former, as  
a substitute for patients that cannot 
use medication for several reasons 
(e.g., other medical conditions, 
intolerable side-effects, etc.); and in 
the latter, to potentiate efficacy without 
augmenting the rate of side effects. 
There is also much interest in the 
synergistic potential of tDCS combined 
with cognitive or functional training. 
Indeed, the first large multicentre 
randomised controlled trial, set up to 
investigate whether tDCS coupled with 
functional training in stroke patients will 
enhance functional recovery compared 
with a placebo intervention, is due 
to be completed by December 2016 
[https://clinicaltrials.gov/ct2/show/
NCT00909714].

An infamous hallmark of the 
tDCS literature is the prevalence 
of inconsistencies in stimulation 
parameters and study designs, which 
can limit the interpretation of results, 
as well as the scope for synthesising 
findings across studies. Results vary as 
a function of current polarity, current 
intensity, electrode size, location of 
the electrodes and the duration of 
the stimulation. Variable findings also 
arise from inter-individual differences 

in current flow between individuals. 
Head size and shape, as well as the 
thickness and density of an individual’s 
skin, skull, cerebral spinal fluid, grey 
matter and white matter all influence 
the pathway and distribution of the 
current. These individual differences 
may be further exaggerated in cases 
where there are abnormalities in the 
brain tissues, such as brain lesions, 
that could alter conductivity. Individual 
differences in neurotransmitter 
concentrations, hormone levels and 
genetic polymorphisms additionally 
appear to interact with tDCS in a 
complex manner. Research aimed 
at characterising these sources of 
variability can be expensive and labour 
intensive, but will be critical for the 
optimisation of stimulation protocols, 
and to facilitate more accurate 
predictions to be made regarding how 
particular individuals will respond. 

Given its accessibility, low cost, and 
conceivable applications, it is not 
surprising that tDCS has started to 
capture the interest of the public. It is 
apparent from the popular press that 
there is a sizeable DIY experimenter 
community. This DIY tDCS movement 
has been described as being somewhat 
akin to individuals self-medicating 
with drugs such as methylphenidate 
intended for the treatment of attention-
deficit hyperactivity disorder (ADHD) 
without the requisite prescription: 
each scenario involves an uninformed 
individual making a decision about 
changing their brain without the 
supervision of a medical professional. 

Although there is no published 
evidence to date to suggest that 
tDCS is unsafe, concerns do stem 
from the unchecked freedom for 
DIY experimenters to modulate 
stimulation duration and frequency, 
electrode size, and current intensity, 
as well as potentially combining the 
stimulation with other brain-changing 
agents. Furthermore, the current 
data regarding the safety of tDCS 
are derived from a nascent body 
of literature, and does not offer a 
longitudinal perspective as of yet. 
Indeed, some preliminary evidence 
suggests that enhancing activity in 
particular brain regions might come at 
the cost of other brain regions, thereby 
negatively impacting on cognition in 
other domains.

In short, tDCS generates intrigue 
as: 1) a unique investigative tool in 
cognitive and clinical neuroscience, 
2) a promising treatment for 
various psychiatric and neurological 
conditions, and 3) a cognitive enhancer 
for ‘normal’ healthy individuals. 
At present, the application of 
tDCS is experimental and is only 
recommended in the framework of 
controlled studies. However, given 
its particular accessibility it is difficult 
to conceptualise any means of 
preventing curious amateurs from 
self-experimenting. Thus, at the very 
least, efforts should be made to make 
the public aware of the infancy of 
this method and its potential adverse 
corollaries.

Figure 2. The number of tDCS studies published by year between 2000 and 2014 (Sourced from Pubmed). 
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The HPRA routinely conducts audits  
of medical device manufacturers 
as part of our market surveillance 
activities. One of our medical 
device auditors has collated some 
key findings relating to supplier 
qualification and management with 
some guidelines on how operators 
might address these issues.

Following a review of recent non-
compliances issued by the HPRA 
during manufacturer audits it was 
noted that one of the most common 
areas where deficiencies are cited 
relate to the manufacturer’s supply 
chain management and control 
processes. It should be noted that 
when the HPRA raises non-compliances 
during manufacturer audits that a 
corrective and preventative action plan 
is required from the manufacturer. This 
is agreed and monitored by HPRA to 
ensure that any findings are effectively 
addressed. Some examples of common 
non-compliances related to the 
supplier qualification and management 
process issued by the HPRA include the 
following:

•	 The	criteria	for	categorisation	or	
management of suppliers was not 
defined

•	 Quality	Agreements	were	not	in	
place for all suppliers and this was 
not justified. 

•	 The	criteria	for	the	periodic	
evaluation of suppliers were not 
defined.

•	 It	was	not	clear	how	supplier	ratings	
related to the approval status of the 
‘Approved Supplier List’

•	 The	criteria	for	selecting	suppliers	
for audit were not defined. At the  
 

time of the inspection, no supplier 
audits had been performed.

•	 There	was	no	defined	criteria	for	the	
qualification of external auditors to 
conduct supplier audits 

•	 The	management	of	conditionally	
approved suppliers and the process 
for the approval or rejection was not 
described within the procedure 

•	 The	manufacturer’s	procedure	did	
not describe when a supplier would 
not be considered acceptable/ 
The criteria for disqualification of 
suppliers was not defined.

•	 Incoming	material	was	not	subject	
to cross reference with the approved 
suppliers list

Within the three European medical 
devices directives (Active Implantable 
Medical Device Directive 90/385/EEC, 
Medical Device Directive 93/42/EEC, 
and In Vitro Diagnostic Directive 98/79/
EC) the definition of what constitutes a 
manufacturer is

“the natural or legal person with 
responsibility for the design, 
manufacture, packaging and labelling 
of a device before it is placed on the 
market under his own name, regardless 
of whether these operations are 
carried out by that person himself 
or on his behalf by a third party.” 
Third parties can include suppliers, 
subcontractors, producers, distributors 
or providers of a service. For the 
purposes of this article all such third 
parties will be described as “supplier”. 

A supplier is defined as an 
“organisation or person that provides 
a product, a service or information, 
and which is outside of the Quality 
Management System of the 
manufacturer1”. A critical supplier 

is “a supplier delivering materials, 
components, or services that may 
influence the safety and performance 
of the device2”. In the context of 
medical device manufacturers, a critical 
supplier is a supplier of a product or 
service, the failure of which to meet 
specified requirements could cause 
unreasonable risk to the patient, 
clinician or others, or could cause a 
significant degradation in performance. 
This can include suppliers of services, 
which are needed for compliance with 
quality	management	system	(QMS)	
or regulatory requirements, e.g. 
internal / external audit contractors or 
Authorised Representatives3.

Many medical device manufacturers 
subcontract various activities such as 
the design, manufacture, packaging 
or labelling operations of their 
medical devices. However, it is the 
manufacturer who has ultimate 
responsibility for their device(s) and 
also has full responsibility for each 
element	of	the	QMS.	The	manufacturer	
cannot relinquish these obligations and 
this means that the responsibility for 
complying	with	the	QMS	requirements	
cannot be delegated to any supplier of 
a product, and/or a service.

The medical devices directives 
explicitly state within the conformity 
assessment Annexes that “The 
manufacturer must ensure application 
of the quality system approved for 
the design, manufacture and final 
inspection of the products concerned” 
and Notified Bodies may only issue 
approvals of quality systems once they 
have verified and reviewed objective 
evidence that “the products conform 
to the provision of these Directives, 
which apply to them at every stage, 
from design to final inspection”. 

 1	EN	ISO	9000	:	2005	Quality	management	systems	–	Fundamentals	and	vocabulary 
2	GHTF	SG4/N33R16	:	2007:	Guidelines	for	Regulatory	Auditing	of	Quality	Management	Systems	of	Medical	Device	Manufacturers	–	 
  Part 3: Regulatory Audit Reports 
3 NBOG BPG-2010-1: Guidance for Notified Bodies auditing suppliers to medical device manufacturers
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Therefore, objective evidence 
is required to be retained by 
manufacturers relating to all of 
the steps in the design and/
or manufacture during product 
realisation of a medical device that 
are conducted by suppliers. This 
includes the provision of raw materials, 
components and services. Where 
the design, manufacture and/or final 
inspection and testing of the products, 
or elements thereof, is carried out 
by a supplier the manufacturer must 
include their methods of monitoring 
the	efficient	operation	of	the	QMS	
and in particular the type and extent 
of control applied to their suppliers 
in their application for assessment 
to their Notified Body. Notified 
Bodies are also obligated to audit the 
activities and/or premises of suppliers 
linked to the specific medical devices 
along with considering the results of 
tests, assessments and audits, which 
have already been conducted for the 
relevant products.

Requirements for the control and 
management of suppliers are also 
specified within the European 
harmonised standard EN ISO 13485, 
in particular in sections 7.4 and 7.5 of 
the standard. The standard requires 
that manufacturers evaluate and select 
suppliers based on their ability to 
supply product in accordance with 
the manufacturer’s requirements. 
The control of suppliers is a process 
consisting of establishing criteria, 
evaluating, selecting and ongoing 
monitoring. The application of 
such should depend upon the risk 
associated with the product or service, 
including outsourced processes, being 
received. Objective evidence of the 
criteria for selection, evaluation and 
re-evaluation of suppliers must be 
maintained within the manufacturer’s 
QMS.	

Elements to be considered when 
establishing and implementing a 
supplier management system include, 
but are not limited to, the following:

- documented procedures

- systems for initial evaluation of 
compliance

- iterative processes for ongoing 
evaluation of the compliance 

- verification of compliance of the 
purchased product or service

- maintenance of all evidence 
supporting the supply chain 
management and control process 
e.g. documents and records

The establishment of controls for 
products and services obtained from 
suppliers usually comprises six phases4.
Consideration should be given to 
the objectives, risks, requirements, 
processes and resources of each phase 
and it should be demonstrated that 
effective controls are in place and any 
regulatory requirements are met.  
 
The six phases are as follows:

i. Planning

 Manufacturers must identify 
products or services to be obtained 
from suppliers. The output of 
planning activities could include 
design and development plans, 
quality plans or purchasing plans as 
defined within the manufacturer’s 
QMS. 

ii. Selection of potential supplier(s)

 Manufacturers should investigate 
the supplier’s business and 
operational capability to ensure  
they can provide the required 
quality, safety, performance and 
reliability of the product or service.  

iii. Supplier evaluation and 
acceptance

 Selected potential suppliers must 
be evaluated to ensure that they 
are capable of supplying products 
or services in accordance with the 
manufacturer’s requirements and 
in compliance with the regulatory 
requirements and standards. The 
criteria for the evaluation and 
selection should be defined. E.g. 
the evaluation could include testing 
of samples of product/service to be 
provided, technology used, review 
of past performance, certification by 
a	third	party	of	the	supplier’s	QMS	
or	auditing	of	the	suppliers	QMS	by	
the manufacturer. 

 When potential suppliers are 
found to be acceptable then 
the acceptance decision should 
be documented and justified. 
Appropriate quality agreements 
should be put in place defining 
roles and responsibilities of both 
the manufacturer and the supplier. 
Regardless of the method of 
evaluation, the manufacturer 
must demonstrate control of the 
purchased product or outsourced 
process by retaining objective 
evidence that the selection of the  
 

 supplier was based on assessments  
appropriate to the product or 
service being purchased and the 
supplier’s ability to enable the 
manufacturer to meet customer and 
regulatory requirements. All records 
of the results and evaluations and 
any necessary actions arising from 
the evaluations must be retained 
by the manufacturer. Manufacturers 
should also consistently re-evaluate 
continued suitability of suppliers.  

iv. Finalisation of controls

 Once suppliers have been evaluated 
and accepted the controls should 
be finalised as defined during the 
planning process. The extent of 
the controls should be defined 
by the manufacturer dependant 
on risk. The responsibilities of 
suppliers should also be defined. 
Manufacturers and suppliers should 
also have an agreed process 
for evaluating the impact of any 
changes to a validated process and 
for determining when revalidation 
should be performed. The controls 
and responsibilities should be 
documented within contractual 
agreements.  

v. Delivery, measurement and 
monitoring

 Accepted suppliers should deliver 
products/service according to the 
agreed arrangements. Within the 
product realisation process the 
manufacturer should establish 
checkpoints to monitor the 
supplier’s performance to ensure 
that customer and regulatory 
requirements are consistently met, 
e.g. incoming inspection, carrying 
out acceptance activities such as 
reviewing certificates of conformity, 
conducting measurement and 
monitoring, analysing data 

vi. Feedback and communication, 
including Corrective Action and 
Preventive Action process

 Manufacturers should inform 
suppliers of whether or not their 
expectations are being met. 
Effective communication must be 
open to both parties. If problems 
are identified these should be 
investigated and appropriate 
corrective and preventive action 
should be initiated by the supplier 
(where warranted). 
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 1	EN	ISO	9000	:	2005	Quality	management	systems	–	Fundamentals	and	vocabulary 
2	GHTF	SG4/N33R16	:	2007:	Guidelines	for	Regulatory	Auditing	of	Quality	Management	Systems	of	Medical	Device	Manufacturers	–	 
  Part 3: Regulatory Audit Reports 
3 NBOG BPG-2010-1: Guidance for Notified Bodies auditing suppliers to medical device manufacturers

 4	Quality	Management	System	–	Medical	Devices	–	Guidance	on	the	Control	of	Products	and		
  Services Obtained from Suppliers, GHTF/SG3/N17:2008
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European Pilot on 
Vigilance Reporting

Background
As part of post market surveillance 
activity across Europe, competent 
authorities are continually examining 
signals and trends associated with 
reported incidents and field safety 
corrective actions. A sub group of the 
Medical Device Expert Group (MDEG) 
on Vigilance was tasked with redesign 
of the current Manufacturer’s Incident 
Report (MIR) form to include data in a 
format that can enhance and assist in 
the capture and analysis of data for the 
purposes of trend analysis and signal 
detection. 

 
Pilot Scheme -  
What is it About?
To fulfil the European commitment 
to continually improve post market 
surveillance activity, European medical 
device regulators initiated a pilot 
scheme on the 1st May 2015 to 
trial a new MIR form to accompany 
manufacturer’s final incident report form.

The current structure of the MIR form is 
designed to assist with the assessment 
of the incident and it facilitates the 
collection and recording of pertinent 
information from the manufacturer 
into the various fields on the form.  
This structure is intended to lead to a 
comprehensive account of the incident 
which has occurred. The new MIR 
form to accompany a manufacturer’s 
final incident report form introduces 
fields which manufacturers will have 
to complete using international 
nomenclatures from Hierarchical  
Coding Structure for Adverse Events 
(ISO 19218-1/ISO 19218-2) for event 
type, root cause and patient/user harm.  
The form contains additional fields or 
levels which will help define and classify 
the incident. It also includes fields for 
the unique device identifier, patient 
outcome and data relating to similar 
incidents. 

 
 
Pilot Scheme - Objective
It is envisaged that should this new MIR 
form prove to be successful, it will help 
to define the meta data that will be 
included in the centralised European 
medical device vigilance database that 
is proposed in the new regulation that 
is currently under discussion in the 
European Council. Within this database, 
all manufacturers’ incident report forms 
will be stored and can be accessed by 
competent authorities using searchable 
fields (e.g. application of codes as 
outlined in ISO 19218-1 and 19218-2). 
This will overcome the shortfall of the 
existing MIR form which relies on the use 
of free text fields leading to variations in 
inputs between manufacturers and is  
not easily indexed by the database.

 
Practicalities 
Any final MIR forms which are submitted 
to competent authorities, as part of 
the pilot, will be sent to an ‘EU pilot 
repository’ that has been created to 
facilitate the pilot. This repository will 
enable the development of new tools  
for signal analysis and trend detection  
of European medical device data. 

The pilot will focus on the evaluation 
of specific parameters including the 
new nomenclatures for device, event 
and patient harm and the provision 
of data at the final report stage for all 
similar incidents that have occurred. 
The MDEG on Vigilance, with the 
input from industry participants, will 
continue to monitor and evaluate the 
progress of the pilot. Manufacturers and 
competent authorities have collectively 
agreed to raise, propose and log agreed 
solutions during the pilot phase via a 
monthly teleconference. The new MIR 
form has been introduced as a pilot 
scheme initially which manufacturers can 
submit alongside the current final MIR 
form. The intention is that the current 
MIR form will be updated and ready 
to be implemented as the standard 
MIR form when the pilot is completed. 
Participation in the pilot and use of 
the new MIR form is voluntary for 
manufacturers during the pilot period, 
and all medical device manufacturers 
from the EU have been invited to 
participate.

 
How Can You Contribute? 

The HPRA is encouraging Irish 
based manufacturers and authorised 
representatives to participate in this pilot 
and to provide feedback on the use of 
the new MIR form as it is envisaged that 
it will be incorporated into the standard 
MIR form when the pilot is completed. 
Manufacturers interested in participating 
in the pilot should consult the European 
Commission website - http://ec.europa.
eu/growth/sectors/medical-devices/
market-surveillance/index_en.htm. 

Participants are asked to choose an 
entire product range for involvement 
or product areas where there have 
been a high volume of sales. The pilot 
will continue until the end of the year. 
All national competent authorities are 
participating in the pilot and will be 
accepting the new MIR form.

 http://ec.europa.eu/growth/sectors/medical-devices/market-surveillance/index_en.htm
 http://ec.europa.eu/growth/sectors/medical-devices/market-surveillance/index_en.htm
 http://ec.europa.eu/growth/sectors/medical-devices/market-surveillance/index_en.htm
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FAQs

Proposals for a New Regulation on Medical Devices  
and on in vitro Diagnostic Medical Devices - State of Play

The HPRA receives many queries from stakeholders 
related to medical devices. In this edition we  
include answers to some sample queries related  
to classification and registration

Do medical device 
distributors need to register 
with the HPRA?
Currently, there is no national legislation 
covering distribution of medical devices 
in Ireland and as such distributors 
are not required to register with the 
HPRA. However, traceability and lack 
of transparency has been identified as 
one of the key areas for improvement 
for the current regulatory system around 
medical devices. The new revision to EU 
medical device legislation will address 
this gap and include a number of 
measures to enhance the requirements 
around economic operator traceability, 
medical device identification and 
registration. Distributor requirements 
are specifically clarified under the 
new proposed legislation and we 
recommend that all distributors 
familiarise themselves with the status 
of the current proposals. It would be 
prudent to carry out a gap analysis and 
to put a plan in place for any upgrades 
required in preparation for the adoption 
of the new requirements. 

 

Can medical devices be sold 
in any European country after 
being registered with HPRA 
in Ireland?
All medical devices which are 
appropriately CE marked and meet the 
essential requirements of the relevant 
medical devices directives may be 
freely placed on the Irish and European 
markets. In accordance with Article 4 of 
Council Directive 93/42/EEC concerning 
medical devices: ‘Member States shall 
not create any obstacle to the placing 
on the market or the putting into service 
within their territory of devices bearing 
the CE marking provided for in Article 
17 which indicate that they have been 
the subject of an assessment of their 
conformity in accordance with the 
provisions of Article 11’.
 
Are all dermal fillers classified 
as medical devices?
Frequently dermal fillers are regulated 
as medical devices and they are 
required to conform to the requirements 
set out in Council Directive 93/42/EEC 
concerning medical devices. Dermal 

fillers are in the higher risk class of 
devices and may be classified as Class 
IIb or as Class III in the case of those 
that that are absorbable or contain 
medicinal substances that have an 
ancillary effect e.g. lidocaine for pain 
relief. These products must bear the  
CE mark along with the four digit 
number of the notified body that 
conducted the conformity assessment.
 
Classification
The classification of medical devices 
is determined using a ‘risk based’ 
system defined in a set of legal rules 
which take into account a number of 
factors including: the intended use, 
the intended user, duration of contact 
with the body, degree of invasiveness 
and local versus systemic effects. The 
‘Classification Rules’ are set out in 
Annex IX of Council Directive 93/42/
EEC. Guidelines relating to the 
application of Council Directive 93/42/
EEC on medical devices are available 
in the Classification MedDev which is 
publicly accessible on the Commission 
website: http://ec.europa.eu/health/
medical-devices/files/meddev/2_4_1_
rev_9_classification_en.pdf

The final European Council Working 
Party of the Latvian Presidency took 
place on the 27th May and significant 
progress has been made during their 
tenure. The Presidency circulated a full 
consolidated text for medical devices 
and IVDs with a view to achieving 
a partial General Approach at the 
European Council’s Employment, 
Social Policy, Health and Consumer 
Affairs Council (EPSCO) attended by 
European Ministers for Health and 
held in Luxembourg on the 19th June.  

The proposals obtained support from 
the majority of member states with 
opportunity for further discussion to 
amend any technical inaccuracies or 
inconsistencies.

The incoming Luxembourg Presidency 
held their first meetings on the medical 
devices proposals during July 2015. It 
is hoped that any technical inaccuracies 
and inconsistencies in the proposals 
will be addressed promptly to allow 
discussions to commence with the  
 

European Parliament with a view to 
reaching an agreement by the end  
of the year.

The HPRA continues to support the 
Department of Health, who head 
the national delegation, at the 
Working Party discussions to promote 
development and agreement on these 
two proposals. We remain optimistic 
that an agreement between the 
European Council and the European 
Parliament will be achievable during  
the Luxembourg Presidency.

http://ec.europa.eu/health/medical-devices/files/meddev/2_4_1_rev_9_classification_en.pdf
http://ec.europa.eu/health/medical-devices/files/meddev/2_4_1_rev_9_classification_en.pdf
http://ec.europa.eu/health/medical-devices/files/meddev/2_4_1_rev_9_classification_en.pdf
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Cosmetic  
Information Events

Medical Device Expert Group 
(MDEG)
The MDEG met in Brussels on the 
28th May. The guidance document 
(MEDDEV) relating to serious adverse 
event reporting during clinical 
investigations was adopted and the 
draft update to the MEDDEV on 
competent authority assessments of 
clinical investigations was amended 
as a result of multiple comments from 
the industry. A discussion was held in 
relation to the adoption of guidance 
documents aimed at authorities in the 
MDEG plenary (along with the industry 
associations). The EU Commission 
updated on the qualification requests 
(under Article 13 of 93/42/EEC) relating 
to health products containing cranberry 
juice and various gastrointestinal 
preparations. The EU Commission 

provided an update on the joint 
assessment of notified bodies and 
on the ongoing work of the Scientific 
Committee (SCENIHR). The EU 
Commission reported that further 
progress had been made in relation to 
the harmonisation of standards. 
 
Eudamed working group
The EUDAMED Working Group met 
in June 2015 to review current usage 
and future developments with the 
EUDAMED database. The existing 
EUDAMED 2 system was reviewed 
and discussed. Member States and 
industry representatives discussed 
possible areas of improvement. The 
Commission outlined the proposed 
next developments and updates for 
the existing EUDAMED 2 system. 
The Commission also explained the 

migration process of the EUDAMED 
2 system from former DG SANCO to 
DG GROW following the Commission 
reorganisation. In addition, the 
roadmap for implementation of the 
future EUDAMED 3 system, which 
will be available for use in line with 
the requirements of the new Medical 
Device Regulations, was outlined and 
discussed in detail by the working 
group. 
 
COEN working group
The Compliance and Enforcement 
Group (COEN) met in Brussels in June 
2015 where specific market surveillance 
activities and projects were discussed. 
The streamlining of COEN procedures 
for communication and coordination of 
work items was also discussed.

Regulatory Updates

HPRA to host 
three Regulatory 
information 
evenings around 
Ireland for smaller 
and emerging 
cosmetics 
companies.

The Health Products Regulatory 
Authority (HPRA) is the competent 
authority for the regulation of cosmetic 
products in Ireland. The information 
evenings will explain the cosmetic 
regulations to smaller and emerging 
manufacturers and distributors of 
cosmetic products. The evening, 
which is free to attend, will consist of 
presentations outlining the regulations 
and there will be an opportunity to 
meet with HPRA representatives on a 
one to one basis to answer questions. 

 
 

The information evenings will be held 
on the following dates and locations:
 
   30 September 2015 – Dublin

   6 October 2015 – Cork

   15 October 2015 – Galway
 
To register for the event please go to 
our website 

*Further information on locations and 
event details will be available on our 
website shortly. 

mailto:devices%40hpra.ie?subject=
http://www.hpra.ie
http://www.hpra.ie/homepage/cosmetics/news-events/item?t=/hpra-to-host-three-regulatory-information-evenings-around-ireland-for-smaller-and-emerging-cosmetics-companies&id=2ba60326-9782-6eee-9b55-ff00008c97d0

