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SMSHealth.eu Project 

• 3 year project co-funded by the Erasmus + Programme (September 2015 / August 
2018).

• Project network: Malta, Estonia, Slovenia, Iceland and The Netherlands (Lead). 

• Technical coordinator: The University of Malta (Institute for European Studies, with 
the support of the Department of Health Services Management and the Islands & 
Small States Institute) 
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SMSHealth.eu Project: why? 
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There is a gap when it comes to research 
on health systems and small states

The SMSHealth.eu Project aims therefore 
to fill this gap by providing a deeper 
understanding of the challenges and 
opportunities encountered by small states 
via European integration in the area of 
health policy and health systems. 



Aims of the SMSHealth.eu Project 

• To develop and establish a Jean Monnet network of universities and 
public health institutes

• To map and understand better the small states’ challenges and 
opportunities of European integration in health

• To translate findings into policy relevant messages and educational 
activities 
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Conceptual Framework for 
Challenges in Small Health 
Systems

(Azzopardi-Muscat 2015)



Nested study on access to medicines

• Qualitative and comparative study conducted in Malta, Estonia, 
Iceland and Slovenia according to a common study protocol

• Face-to-face semi-structured interviews with experts on medicines 
policy in small states (N=7)

• Interviews were fully transcribed and translated into English 
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Research study on access to medicines

• Participants were recruited purposely in each country, considering 
their individual profile as renowned national experts on medicines 
policy in small states

• Written informed consent (ensuring confidentiality and anonymity) 
was obtained from all the experts before conducting the interviews. 

• The procedure and methodology adopted were approved by the 
Maltese University Research Ethics Committee and by the medical 
ethical clearance committee of Maastricht University.
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Access to medicines - Background
• The pharmaceutical market is highly regulated in the European Union

• Medicinal products can enter the market only after they have been 
authorised (Marketing Authorisation - MA)

• This can be granted by the European Commission (Centralised Procedure) or 
the regulatory authorities of the Member States 

• Although MAs guarantee quality, safety and efficacy of the products before 
their availability on the European market → reduced availability of medical 
products, particularly pronounced in Small States
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Overview of preliminary results



Principal findings 

• Access to medicines appears to be an issue of concern in all the Small 
States studied

• The introduction of the Marketing Authorisation process reduced the 
availability of medicines, this was particularly acutely felt immediately 
post EU accession (Malta, Estonia)

• Despite geographic and organisational  differences, the small states 
studied seem to face similar challenges regarding access to medicines
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Marketing Authorisations in Small States
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• In the EU every country has its own marketing 
authorisation

• Producers decide where to market their products 
without any restriction from the EU

• Countries with unattractive markets are more likely 
to have reduced access to medicines – Small States

“While we say that all 
patients in EU should 
be equal, in reality 
they are not, because 
producers decide, 
what kind of patients 
they choose to serve” 
(Estonian expert)



Support for Centralised Procedure

“It is true, however that mostly for new medicines, which are 
authorised centrally, this registration no longer poses such a problem in 
itself. That means that medicines are authorised centrally (EMA –
European Medicines Agency) and consequently also in Slovenia. There 
is however the issue of coming to the market, which can happen either 
later than in other states or does not happen at all. Especially if we are 
dealing with medicines that are rarely used, e.g. orphan medicines”. 
(SLO)
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Small States – Small Markets
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1) Little or no interest from the producers to 
market their products in Small States due 
to (i) low profits (ii) relatively high costs for 
the MA

2) Little negotiation power (pricing and 
reimbursement are responsibilities of the 
member states). This is particularly critical  
when it comes to new medicines and rare 
diseases 



Lack of competition

• Monopolies as the market only attracts interest from one product in a 
category

• Generic monopolies
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“In the end, we might lose 
the innovator drug and end 
up with a generic drug that 
has no competition in the 
field, so the producer is 

free to set their own price 
again.”

(Estonian Expert)



Small States – Purchasing Power

• Limited purchasing power has an 
impact on access to medicines or on 
the possibility to purchase a product

• In combination with small market size, 
this can pose a serious problem
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“Our GDP per capita is more or less 
average and that consequently our 

purchasing power is often problematic 
and we are therefore also less 

interesting for the industry. Not just due 
to the small size of the market. The 

industry also emphasised in this group 
that the presence of individual 

medicines in the market is affected by 
a combination of market size and the 

ability to pay for the medicines.”

(Estonian Expert)



Transparency

• Experts were unanimous in pointing 
out the problem of transparency 
regarding pricing and reimbursement 
(pricing and reimbursement are under 
national jurisdiction)

• Situation has worsened in recent years 
with use of Managed Entry 
Agreements

Workshop:                                                                                                                    
“European integration, Small States and Access to medicines”                           

27th January 2017  

“Pricing and reimbursement is done 
separately by each Member State, because 
it is national jurisdiction. Therefore they do 
the negotiation. The negotiations are very 
non transparent. They are done one to one 
with the Member States. They are thinking 
that they are getting a good price, better 
than the others. Everyone is getting into 
this net, (…) it is a very good example of 

divide and rule” (MLT)



Small States - Parallel Market

• The operation of a parallel market is in line with the EU legislation. 
However, in a small state, it can get distorted (the products can still be 
sold at a high price to the patients) due to lack of real competition

• Products exported from small states can leave a huge impact 

• Parallel market works against differential pricing which could be a 
solution for small states
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Patients seeking their own solutions

• Buying of medicines from the Internet

• Buying medicines from neighbouring countries e.g. Malta – Sicily; 
Estonia –Latvia,
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Hapless and helpless?

“A small and poor country has it 
tough dealing with drug 

manufacturers. There is nothing to 
do but weep and pay…. “

(EST)



Advantages for small countries
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“The fact that our 
market is small and 

everyone knows exactly 
what is happening is 

positive”. 
(EST)

“But we are also quick in our reactions 
which is in contrast an advantage, can be 

an advantage. That of course became 
clear in the crash we were for example 

able to react quickly to certain matters”.
(ICE)



Actions taken at national level

• Multiple languages

• Temporary registration (SLO)

• Registration linked to award of 

public procurement tender (MLT) 

and Emergency System
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“So what we said was, you could have the UK or Irish 
pack or both, and we get a marketing authorisation 
to the same product. The agreement with that, is 

that we cannot make our own changes. Every time 
you are forsaking your sovereignty, But isn’t that 
how small states always survived and that’s how 

they have to continue to survive. I mean, to me they 
are not forsaking safety or quality to the patients. 
Does it make a difference to the patients? No, it 

doesn’t. “(MLT)



Future issues

• Implementation of the counterfeit system

• Adaptive licensing

• Personalised medicine
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“Special emphasis is placed on 
new medicines, which are 

becoming increasingly 
segmented and personalised, 

directed towards smaller groups 
of patients. In this way, the risks 

increase and not decrease for 
small states” (SLO)



Considerations around cooperation

• Networks and working groups are highly valued by experts in small 
states

• Joint procurement has to overcome several bureaucratic and logistical 
difficulties and must be built on trust –
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Value of networking and joint lobbying
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“within the framework of the Medicine Evaluation Committee 
(MEDEV), which operates under the auspices of the European 
Social Insurance Platform (ESIP). This gives small states ample 

opportunity to affect the field of medicines. Payers unite 
voluntarily in this group and we systematically monitor policies 

but also decisions regarding concrete medicines. We even 
review clinical evaluations of individual medicines. We 

continually monitor the Health Technology Assessment (HTA) 
policy. EMA representatives also come to the group. We 

present our viewpoints directly to the European Commission 
and sometimes through ESIP.As a state, we would be much 

weaker than we are as part of this group.” (SLO)

“Because it’s a small market 
you know, they (the industry) 

really don’t care about us. 
But they don’t like us starting 

off new policies. That is 
surely not. If we start new 

policies, we threaten their big 
policies.” (MLT)



But do all Member States 
value cooperation?
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“the willingness for 
discussions and searching 
for joint solutions is very 

small in some states”. (SLO)

“We went through all 
the possibilities, but 

our thoughts are 
very different. 

Although we are all 
small states we don’t 
think the same way”. 

(MLT)

“Like for example, if you 
work in a network you 

feel it’ s confidential, but 
you see country politics 
like for example… you 

would be telling 
everything, but other 

countries would be there 
to know what the actual 
country would be doing. 
And that doesn’t help”. 

(MLT)



Way Forward

• Make the EU aware of the needs of Small States (opposing the idea 
that “one size fits all)

• More transparency in relation to pricing and reimbursement

• Gradual approach towards building cooperation among states based on 
trust and openness   

• National policy/reforms (creative interpretation of the rules?) 
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What about the EU institutions?

Move away from the one size 

Fits all approach
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“Although I like the EU influence, I would love 
that the EU influence is much more 
standardised and that it thinks about the 
needs especially of Malta and the other small 
countries, which are a few, but they are 
important too. That’s my main concluding 
point”. (MLT)


