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Europe at a crossroads: 
End of pandemic / war in Ukraine

• Europeans have two key concerns (Eurobarometer poll)

Inflation Health

Presenter Notes
Presentation Notes
Source: Spring Eurobarometer 2021
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Perfect 
storm

Factors impacting medicine manufacturers

Inflation

Energy prices

Fuel prices

Shipping prices

Raw material prices

Airfreight prices



In fla t io n , En e rg y c o s t s  a n d  Ris in g  c o s t s : 
Th e  p e rfe c t  s t o rm  

Presenter Notes
Presentation Notes
Source: Eurostat & OECDEurostat estimates for Euro area: 5.1 in January, 5.8 in February mostly driven by energy costs
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Price and reimbursement rules paired with price-
driven tendering are key barriers to cope with 

raising costs

PRICE
• Clawback/payback policies
• External and internal reference pricing
• Price cuts
• Price-only tendering 
• Price alignment
• Price linkage
• Mandatory price discounts

RAISING COGs
• Energy & fuel
• Transportation
• Raw materials
• Inflation

REGULATORY 
COMPLIANCE COST
• Variations
• FMD

ENVIRONMENTAL 
REQUIREMENTS
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In the news…



Re fo rm in g  p ric in g  p o lic ie s  t o  m a n a g e  c o s t  in fla t io n

New pricing models for generic
medicines to ensure long-term
healthy competitiveness (link)

Toolbox of new pricing models for
generic medicines to be
implemented at national level

Automatic indexation: the
manufacturer would be able to
adjust the price of medicines
according to the inflation rate,
protecting the economic viability
of medicines against fluctuations
in costs of medicines according to
the inflation rate.

Medicines for Europe actions to mitigate the impact of 
inflation 

https://www.medicinesforeurope.com/2022/06/30/new-pricing-models-for-generic-medicines-to-ensure-long-term-healthy-competitiveness-in-europe/


Fo c u s : Co m m is s io n  St u d y 
o n  P ro c u re m e n t

• Mu lt ip le w in n e rs a n d o t h e r c rit e ria t h a n p ric e
c o n t rib u t e t o m o re s u s t a in a b le p ro c u re m e n t

• P ric e o n ly k e y a w a rd c rit e rio n fo r p ro c u re m e n t o f
m e d ic in e s (75%)

• MEAT c rit e ria a b o u t w illin g n e s s t o p a y =
c h a lle n g in g

• Crit e ria u s e d s o fa r: s e c u rit y o f s u p p ly, e n viro n m e n t
a n d a d d e d t h e ra p e u t ic va lu e

• P ro c u re m e n t o f b io s im ila rs n e e d s s u p p o rt
b io s im ila r u p t a k e in c lu d in g h e s it a n c y a n d
b e h a vio u r t o im p e d e m a rk e t e n t ry a n d u p t a k e o f
c o m p e t it o r p ro d u c t s



Reducing shortage risks: 
Example Amoxicillin shortage

12

Demand driven shortage:
• 2020-21: amoxicillin/clav demand fell in EU --> reduction of production capacity
• 2022: amoxicillin/clav demand increased in EU (+35-50%; pediatric +300-500%) --> 

increase of production capacity – too late for pediatric!

How to improve demand prediction/supply chain planning?
• Centers for disease control dialogue w/ manufacturers --> 1 year planning required!
• Risk sharing on building up reserves: Who will pay for over-supply?
• How to avoid hoarding? Improve data on consumption --> serialisation data = 

consumption data

Supply chain consolidation
• Antibiotic production consolidated due to large volume/low price policies
• Consolidated supply chains = limited ability to react
• Adapt market policies to encourage investment in diversification

Lessons for LMICs:
• Consider demand planning with antibiotic manufacturers
• Markets: are antibiotics "essential/critical" or "commodities"?



St re n g t h e n in g  
Ma n u fa c t u rin g  

Re s ilie n c e
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Manufacturing competitiveness
Oral solid dosage forms

• Mostly generic/older medicines: tablets/capsules

• Market policies drive price reduction (DE 
avg €0.06/DDD)  consolidation/globalisation

• Large volume/scale production  risk for low 
volume (oncology 85% consolidated in EU!)

• Non-sterile multi-purpose plants (cardiovasculars) 

• Dedicated mono-manufacturing for high potent 
medicines (Beta lactam antibiotics and oncology)

• Substantial API and FdF manufacturing capacity in 
EU, but growth is in Asia.

• Dependency concern: export controls; 
erratic local policies; war

• Which molecule classes matter?

How to expand solids API/medicines
manufacturing in EU?
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Manufacturing competitiveness
Aseptic/sterile products

• Mostly generic and older off-patent medicines

• Medium production volumes

• Mostly sterile injectable liquids based on small 
(chemical) molecules.

• Large scale sterile production available in EU, but 
limited surge capacity in EU or globally

• Policy concerns

• Covid ICU demand surge required shifting lines to 
meet demand

• Vaccine fill & finish could require stopping 
injectable production (supply risks for critical 
medicines)

• Surge capacity uneconomic & difficult reg. 
compliance

What is the additional capacity needed in
sterile manufacturing? Who will pay for it?
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Manufacturing competitiveness
Complex drug systems (large molecules/biologics)

• Mixture of on and off-patent medicines –
requiring innovation in manufacturing 
techniques

• Low volume, large molecule biologics or 
vaccines or very complex chemical forms in 
sterile injectable forms

• Europe globally competitive 
but manufacturing not adapted to scale

• EU market doesn’t encourage volume 
development of this technology 
slow scale up

• Policy concern: ability to rapidly adapt to 
changing needs (vaccines, biologics, etc.)

Can we incentivise complex drug system
production on a higher volume scale?



What policies could support 
investments in capacity?

Market policies
• Generic purchasing policies should drive diversification and manufacturing investment
• Smart policies for emergency (rolling) medicine reserves
• Encourage a volume complex drug market (VAMs, expansion of biosimilar use, vaccination

policies)

Incentives for manufacturing
• For technology investments in manufacturing innovation (green chemistry/automation)
• Enable tax incentives for manufacturing
• Encourage vertical integration of supply chains? (link API and KSM location)

Regulatory policies
• Improve data on demand planning – i.e., infectious diseases
• Digitalise the regulatory system to reduce burden on volume medicines
• Facilitate resilience measures: dual sourcing, API variations/changes, digital regulatory info,

reduced time for documentation review, modified stability studies, etc.
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W h a t  s u p p o rt  d o e s  m a n u fa c t u r in g  
g e t  fro m  g o ve rn m e n t s ?  

SP EECHMAKING
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