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delivery devices independently from the 
biologic formulation for subsequent 
combination. The novel “integration science” 
approach assesses together interactions 
between drug, container, device, materials and 
patients, with engineering and quality-by-design 
considerations. This is complicated in cases 
where (a) the delivery device is additionally 
the drug container closure system for long-
term storage and (b) the patient self-
administers the drug. 

The co-operation of pharmaceutical/
biotechnology companies with delivery 
systems developers throughout products 
development, based on risk assessment, is key 
for the creation of an integrated robust 
delivery system taking into account the four 
critical elements: end user needs; drug/device 
compatibility; effective targeted delivery; and 
the maintenance of all these performance/
efficiency/quality and safety properties 
throughout the combination product shelf life.
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The European database of medical devices, 
Eudamed, is showing its potential to strengthen 
market surveillance and transparency by 
providing, in one place, clinical and vigilance 
data on devices in circulation in the EU. Further 
improvements may be warranted, but there are 
bigger issues ahead for what has become a 
pivotal time for EU device legislators. 

After many years of discussions, Eudamed 
came into use fully on 1 May 2011, following a 
European Commission decision dated 19 April 
20101,2. For almost a year now, it has been 
obligatory for competent authorities to post 
surveillance data on the devices used in their 
respective member states on the central 
European web-based portal.

The initiative’s main aim, as stated by the 
commissioner in charge of health and 
consumer policy, John Dalli, is to enhance 
patient safety across the EU by giving national 
authorities rapid access to critical data on 
devices. It would have, for instance, potentially 
facilitated a clearer and swifter decision 
pathway on the faulty Poly Implant Prothèse 
breast implants, the source of much anguish 
among implantees across Europe at present3. 

Another advantage from centralising data 
that had previously been kept only on EU 
states’ national systems is a more efficient and 
effective means of working for each of the 

competent authorities. These will now have 
access to key safety data on devices – such as 
conformity certificates (including those 
withdrawn or refused), data on clinical 
investigations and reports on malfunctions or 
other  incidents – whether or not they are 
used within their national borders. 

Several member states implemented the 
system on a voluntary basis before 1 May 2011. 

Eudamed is described as secure IT that is 
based on XML using codes from the  
EN 15225:2000 (Specification for a 
nomenclature system for medical devices for 
the purpose of regulatory data exchange) 
standard to remedy translation problems. As 
well as storing data relating to medical device 
certificates issued, modified, supplemented, 
suspended, withdrawn or refused, and data on 
clinical investigations, it also stores data obtained 
in accordance with the vigilance procedure.

For manufacturers of in vitro diagnostics, 
Eudamed additionally represents a major 
streamlining of rules for placing IVDs on the 
market4. Previously, manufacturers had to 
notify every EU country individually when 
placing certain IVDs on the market. Eudamed 
eliminates this administrative hurdle for them.

The concept of the Eudamed system is a 
good one, and in theory it works well, says 
Erik Vollebregt, a life sciences and intellectual 

property lawyer specialising in medical devices 
and a founding partner of the life sciences firm 
Axon Lawyers, in Amsterdam, the Netherlands. 

“It makes sense to centralise vigilance reports, 
as national authorities have the same 
information needs. There is a vigilance MEDDEV 
[guidance document], but it is not mandatory,” 
Mr Vollebregt tells Scrip Regulatory Affairs. The 
MEDDEV provides for the option for 
manufacturers to designate a central competent 
authority to co-ordinate the process. “But there 
is no obligation for the authorities legally to 
implement this, so vigilance tends to be all over 
the place,”Mr Vollebregt says.

Multiple systems operating in Europe 
meant having to refer to national law in each 
case. Users were, for example, unsure 
whether to report on potential vigilance 
cases and recall processes were confusing. 
There was no opportunity to report 
incidents that may have occurred in several 
member states via a single authority.

This is where a centralised system offers 
obvious advantages. Indeed, the possibility for 
conferring a legal basis on a standard format 
databank was written into the Medical Devices 
Directive (Directive 93/42 EEC (Article 14a)).

It has taken some time for Eudamed to reach 
its current stage of development but, as of May 
2011, the authorities have been required to 
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upload onto the databank the information 
stipulated by all three medical device directives – 
the Active Implantable Medical Devices Directive 
(Directive 90/385/EEC) and the IVD Directive 
(Directive 98/79/EC), as well as the MDD. 

Calls for wider access
In tandem with the system becoming more 
established, certain stakeholders are calling for 
changes to how it works and who might use it. 
The commission has scheduled two days of 
meetings on Eudamed on 21-22 March, which 
are expected to review the progress made as 
Eudamed’s first anniversary of mandatory 
usage by competent authorities approaches.

Mr Vollebregt believes that the question of 
access is key. “Movements are going on, but it’s 
difficult to assess how Eudamed might 
eventually change,” he concedes. “The big 
question is who else can or should have access 
to it. Transparency is the watchword these 
days.” Certain parties consider that it should 
be open to the public. Indeed, “statements 
from the commission say they are actively 
planning to open it up to more parties and 
more data fields”, says Mr Vollebregt.

Manufacturers might be concerned about 
loss of confidentiality. However, they have to 
provide certain data that are not held to be 
confidential.

Article 20 of the MDD, as amended by 
Directive 2007/47/EC, offers the basis for 
greater access to certain information. It says: 
“...information on the registration of persons 
responsible for placing devices on the market 
in accordance with Article 14, information to 
users sent out by the manufacturer, 
authorised representative or distributor... and 
information contained in certificates issued, 
modified, supplemented, suspended or 
withdrawn shall not be treated as confidential”, 
[emphasis added]. 

The amended Article 20a states that the 
commission shall facilitate an exchange of 
experiences between the competent authorities 
for market surveillance in order to co-ordinate 
the uniform application of the directive.

“Why not open up to more parties? Perhaps 
there are concerns that member states’ 
competent authorities are behind in inputting 
data, or do not manage to deliver consistently,” 
Mr Vollebregt suggests. In fact, the commission 
is working on a roadmap that will indeed open 
up Eudamed further. “But I expect it won’t 
start this before it knows the likely political 
pressures that will result from the 
[commission’s] forthcoming review of the EU 
devices directives. If there is big resistance from 
the member states, the commission will keep 
its cards close to its chest and move slowly.”

But the review of the directives will in any 
event place more emphasis on post-market 

surveillance, and improvements to Eudamed will 
thus likely be included, Mr Vollebregt expects.

EudraVigilance a useful model
Eudamed should perhaps borrow from the 
success of EudraVigilance, the EU database 
that contains adverse reaction reports on 
medicines licensed across the EU. Here, by 
way of transparency, the public can see part 
but not all of the content.

The commission is also alive to the criticism 
that European device vigilance has attracted, 
most recently in the wake of the PIP scandal, 
and is mindful of the benefits of a centralised 
system, as pursued in the US. The review of 
the directives, and changes to Eudamed, could 
be exploited by the commission to show 
publicly that it is strengthening and improving 
its requirements for medical devices. This could 
be used to counter assumptions held in some 
quarters that the CE marking for devices is a 
soft option and that products somehow do 
not require clinical substantiation.

A fully-functioning Eudamed will undoubtedly 
contribute to a stronger system of regulation, 
but there is a bigger – and addressable – issue 
ahead of us, believes Mr Vollebregt. “What is 
needed is better member-state supervision of 
the notified bodies [ie third parties that audit 
products under the EU medical device 
directives], many of which are good, but certain 
of which are substandard.” 

Member states should supervise those 
notified bodies that perform poorly more 
closely and delist if necessary, he says. “Any 
criticisms due should be of the efforts to make 
the system work, not of the system itself.” 

Mr Vollebregt says: “Many companies are 
working hard to make the system work, and 
there is a growing group of notified bodies 
that is clearly leading the way on quality. But in 
general, notified bodies’ accreditation and 
follow-up on vigilance could be improved.” He 
adds that the lack of necessary manpower is a 
factor here.  

Mitigating another PIP scandal
In the PIP affair, for instance, some have sought 
to pin the blame on the CE-marking system. 
“Of course, any system can always be 
improved, and that is in fact happening now. All 
systems for supervision of regulated products 
are constantly evolving – food, drugs, devices. 
In this case, however, I think there was also a 
supervision problem,” says Mr Vollebregt.

This is precisely the type of pan-EU incident 
that Eudamed should in future be able to 
forestall. Had it been fully established when the 
faulty breast implant issues were surfacing, the 
problems would not have spread so far or 
persisted and perhaps the authorities would 
have taken a more coherent approach,  
Mr Vollebregt believes. “It is impossible to 

prevent deliberately negligent companies, but 
with early warnings and earlier intervention, 
the problem might well not have been able to 
persist the way it did. “This is a case of ‘don’t 
blame the system’, but rather make it work,  
just like it works well for so many other 
medical devices.” 

The future 
However you view it, Eudamed is a step 
forward for patient safety, as risks of a safety 
incident or malfunctioning of a device will 
henceforth be reduced, as will the risk of 
incidents recurring elsewhere in the EU.

More improvements can be expected. “We 
are left with the prospect of the Eudamed 
system being opened up gradually, more 
vigilance on reporting, especially given that the 
predisposition to report incidents seems to 
differ from country to country, and more 
transparency – as we see already in the 
pharmaceutical sector.”

At present, Eudamed is suffering “growing 
pains”, but Mr Vollebregt believes these are 
mainly “back-office” issues – ie relating to the 
data inputting tasks (member states must set 
up their own tools to collect the data that 
must be entered) – and the fears among some 
manufacturers about revealing too much data 
about their activities, for instance regarding 
suspended trials. 

For IVD manufacturers, Eudamed is a major 
benefit. The transitional provision in Article 10 
of Directive 98/79/EC, which obliges IVD 
manufacturers to give notification to every 
member state concerned of the placing on the 
market of devices, ceases to apply. (Device 
manufacturers are not relieved from the 
obligation to register medical devices nationally 
when they are put on the market in an EU 
country, as EU countries may require under 
the medical device directives.)

And in a more general sense, Eudamed, 
which uses the Global Medical Device 
Nomenclature, also contributes to a uniform 
application of the directives, in particular in 
relation to registration requirements. It will be 
educational to monitor if – and how far –EU 
regulators will evolve the databank during 2012. 
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