
If there is a shared objecƟ ve among all actors invol-
ved in the lifecycle of a medicinal product, it is to 
avoid shortage. If we agree that the paƟ ent should 
be at the centre, it is essenƟ al they have access to 
the medicinal product they need, when they need 
them. 

This reality became clear during the Covid-19 
pandemic, when the European Union (EU) had to 
contend with a sudden surge in demand for medici-
nal products, parƟ cularly vaccines. Now it is crucial 
to apply the lessons learned and adapt them to 
regular producƟ on and distribuƟ on of medicinal 
products.

PharmaceuƟ cal companies are used to monitoring 
their stock levels and demand in real Ɵ me. The 
latest digital tools are undoubtedly a major boost 
in terms of quality and reliable data. However, 
challenges such as energy price variaƟ ons, geopo-
liƟ cal confl icts or dependence on non-EU suppliers 
sƟ ll lead to boƩ lenecks in the delivery and supply 
of medicinal products. 

This brings up the ongoing quesƟ on of when and 
how the public sector should intervene to support 
and complement the eff orts of the private sector.
In this context, on 17 September, the European 
CommiƩ ee of the Regions issued an opinion 
addressing medicine shortages. It provides recom-
mendaƟ ons to naƟ onal governments, the Euro-
pean Commission and other key actors, aiming to 
strengthen the EU’s autonomy in the pharmaceu-
Ɵ cal sector. Some of the more ambiƟ ous measures 
proposed include:

1. Increased local producƟ on in the EU and 
diversifi caƟ on of supply partners to reduce 
external dependence. This can be encouraged 
through fi scal and fi nancial support measures, 
as well as foster an aƩ racƟ ve environment for 
research and development.

2. Create a European Voluntary Solidarity Mecha-
nism for Medicines, where countries can help 
others in criƟ cal situaƟ ons. This idea, highli-
ghted during the Belgian Council Presidency, 
should  be seen as a last resort, as overuse use 
can lead to collapse due to the administraƟ ve 
burden.

3. While the mandate of the European Medici-
nes Agency (EMA) was extended by Regula-
Ɵ on (EU) 2022/123, the opinion emphasises 
that the EMA must conƟ nue to acƟ vely moni-
tor and communicate criƟ cal informaƟ on to 
paƟ ents and healthcare professionals regar-
ding the duraƟ on of shortages and available 
alternaƟ ves.

4. Increased digitalizaƟ on and data tracking must 
be integrated as essenƟ al tools to anƟ cipate 
and manage supply disrupƟ ons.

These measures should be emphasised in rural and 
remote areas, where scarcity has a serious impact, 
as well as diffi  culty in accessing health services.

It is not insignifi cant that the CommiƩ ee calls the 
Commission to invesƟ gate how the data collected 
within the European Medicines Verifi caƟ on System 
(EMVS) could feed automaƟ cally into the European 
Shortages Monitoring Plaƞ orm.
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This is a long-standing debate. The EMVS was crea-
ted in the framework of the Falsifi ed Medicines 
DirecƟ ve to prevent falsifi ed medicinal products 
from entering the market, through end-to-end veri-
fi caƟ on. The industry advocates using EMVS data 
to monitor shortages as it is an already available  
tool; while healthcare professionals’ representaƟ -
ves argue it was not designed as a monitoring and 
tracking system, but merely provides batch data at 
specifi c points in Ɵ me.  

The opinion seems to propose a middle ground, 
where EMVS data would be integrated or comple-
mented with other sources to provide an unbiased, 
real-Ɵ me view of supply levels. 

The quo vadis of the possible new EU health The quo vadis of the possible new EU health 
commissionercommissioner

On the same day, curiously, Von der Leyen’s mission 
leƩ er to Olivér Várhelyi, her nominee to succeed 
Stella Kyriakides as the new health commissioner, 
was made public. In the leƩ er, she mandates him to 
propose a regulaƟ on on criƟ cal medicinal medicines 
to address shortage and reduce dependencies  rela-
Ɵ ng to criƟ cal medicines

As menƟ oned earlier shortages are complex and 
mulƟ -causal, closely related to other aspects of 
health policy. For example, most anƟ bioƟ cs are on 
the list of criƟ cal medicines that will be subject to 
reinforced measures. On the other hand, in the fi ght 
against anƟ microbial resistance, policies are being 
adopted to create incenƟ ves that make the develo-
pment of new anƟ microbials more aƩ racƟ ve. This is 
why it is crucial to understand pharmaceuƟ cal legis-
laƟ on reform as a whole.

Returning to Olivér Várhelyi’s nominaƟ on, the 
European Parliament must now approve his 
appointment. Beforehand, the Parliament has the 
opportunity to quesƟ on the candidate on the key 
aspects of his agenda. In his wriƩ en answers, the 
Hungarian confi rmed that he accepts the challenge 

of proposing a regulaƟ on on criƟ cal medicines, 
while also aiming to promote prevenƟ ve health. 
This is because it is clear that the issue of shortages 
can be miƟ gated through greater prevenƟ ve heal-
thcare, which would result in reduced demand for 
medicines. Turning back to the issue of shortages, 
he announces “addiƟ onal non-legislaƟ ve measu-
res,” though without providing further details for 
now.

From policy to pracƟ ceFrom policy to pracƟ ce

1.  A harmonised defi niƟ on of shortage as “a situa-
Ɵ on in which the supply of a medicinal product 
authorised and marketed in a Member State 
does not meet the demand for that medicinal 
product in that Member State, irrespecƟ ve of 
the cause” is introduced. This last clause was 
not included in the text originally proposed by 
the Commission.

2.  The requirement for markeƟ ng authorisaƟ on 
holders (MAHs) to have shortage prevenƟ on 
plans for the products they market is genera-
lised. The EMA will publish guidance on how 
to draŌ  these plans, but we can anƟ cipate 
that they will need to include informaƟ on such 
as marketed alternaƟ ves or a detailed supply 
chain analysis that idenƟ fi es potenƟ al vulnera-
biliƟ es.

3.  The Parliament updates the noƟ fi caƟ on requi-
rements for MAHs in cases of suspension or 
cessaƟ on of markeƟ ng. MAHs will have to 
“state their reasons” to the competent autho-
rity in the Member State where the medicine 
is marketed. In addiƟ on, it is important to 
remember that they must noƟ fy any tempo-
rary suspension or abnormal supply disrupƟ on 
as soon as possible, and at least six months in 
advance if the situaƟ on is foreseeable. 

These noƟ fi caƟ ons oŌ en generate controversy 
in pracƟ ce, because supply issues are not always 
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foreseeable six months in advance. The regulaƟ on 
includes indeterminate concepts, such as what is 
considered foreseeable, which could lead to increa-
sed discrepancies between companies and naƟ onal 
agencies.

4.  The Parliament strengthens the reporƟ ng obli-
gaƟ ons for distributors and wholesalers. Thus, 
if a MAH reports a supply issue, the distributor 
or wholesaler will be required to provide data 
on stock levels and movements related to the 
cause of the disrupƟ on.

5.  The recitals of the proposed regulaƟ on call 
for refl ecƟ on on the importance of improving 
public procurement procedures. It recognises 
that tenders “based solely on price and where 
there is only one bidder increase the risk of 
shortages of medicinal products and reduce the 
number of suppliers in the market”. 

The European Union and its actors do not need 
labels; instead, they should emphasize the value 
of the work they do within their areas of control. 
Healthcare stakeholders recognize that the causes 
of shortages are diverse, interconnected, and 
mulƟ faceted. This is a challenge in designing and 
implemenƟ ng soluƟ ons, as it involves mulƟ -causal 
dynamics with global implicaƟ ons. Ensuring equita-
ble and sustainable access for paƟ ents makes this 
eff ort truly worthwhile. 
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