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

. Europeans have two key concerns (Eurobarometer poll)

QA4a And personally, what are the two most important issues you are facing at the moment? (MAX. 2 ANSWERS)
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Inflation

Energy prices Raw material prices

Perfect

Fuel prices Airfreight prices

Shipping prices
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EUROPEAN STATISTICAL
Dashboard

Inflation, Energy costs and Rising costs:
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‘annual rate of change

Inflation rate in the EU was at

The perfect storm
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Inflation Current generic medicines
+9% pricing rules cannot be

. adjusted for inflation
Transportation

costs

+500%

Raw material
costs
+50%-160%

Packaging
costs
+20%-33%

Energy prices i ~
el It's time to protect

+30% for electricity - medicines our medicines!
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ENVIRONMENTAL
REQUIREMENTS

Price and reimbursement rules paired with price-
driven tendering are key barriers to cope with

RAISING COGs

* Energy & fuel
e Transportation

* Raw materials

e |nflation

REGULATORY
COMPLIANCE COST

* Variations
e FMD
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raising costs
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PRICE

* Clawback/payback policies

* External and internal reference pricing
* Price cuts

* Price-only tendering

* Price alignment

* Price linkage

* Mandatory price discounts
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REUTERS”

finanzen net

Europe's generic drugmakers say they may

. Verband fiir Generika-Hersteller schlagt
cut output due to energy bills

wegen hoher Stromkosten Alarm

. .

quotidianosanita.it Scienza e Farmaci

Home | Cronache | Governoe Regionie | Lavoroe Scienzae | Studie | A
Parlamento ;| Asl Professioni | Farmaci Analisi

2_9 zdravotnicky Evropsti vyrobci generickych léku varuiji:
denik zdrave jo wadél - - -’ - .y
Omezime produkci, drti nas ceny energii |, qvax

novavax: b i

®Novavax, Inc. (2021). COM-IT-COV-2100003 12/21

o

Farmaci generici. Medicines for Europe: “Senza

Médicaments : leS fabricants agevolazioni sull’energia forniture a rischio”
europeens de géneriques brandissent S e e 4 i ot
le risque d'arret de production =

lettera aperta della p

Sono le tre richieste che il presidente di Medicines for Europe, Iassociazione che

rappresenta le aziende europes del generico & del biosimilare, Elisabeth
Stampa, ha avanzato in una lettera aperta ai ministr europel dell Energia & ai Commissari europei
responsabill sullinfiazione & sui costi energetici in vista delfincontro dei ministr dellEnergia dell UE-27 in
programma il 30 Settembre a Bruxelles per cercare di raggiungere un accordo sullé recent misure di
emergenza proposte dalla Commissione europea per far fronte ai prezzi elevat dellenergia

Generic drug sector appeals for EU relief on gas
and power supplies
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Medicines for Europe actions to mitigate the impact of
= HIGHER RISK OF SHORTAGES inflation

LESS MANUFACTURERS

CONSOLIDATION OF Creativ
MANUFACTURING Ceutical New pricing models for generic

Newp"cmg models medicines to ensure long-term
ECONOMIC ISSUES (INCL. for generic medicines healthy competitiveness (link)
COMMERCIAL WITHDRAWALS) COSTLY REGULATOR/QUALITY to ensure long-term healthy
MEDICINE PROCEIRE gompetitiveness Toolbox of new pricing models for
In Europe N J
SHORTAGES op generic medicines  to be
Feference: 2LUPENIGNR implemented at national level
N medicines . . .
DISTRIBUTION MANUFACTURING AND ‘C foreurope | Automatic indexation: the
ISSUES et i manufacturer would be able to

QUALITY ISSUES 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.

%

UNEXPECTED INCREASE IN DEMAND AND
MAJOR EVENTS



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

medicines

C for europe Focus:Commission Study
on Procurement

r access. better health.

Multiple winners and other criteria than price
contribute to more sustainable procurement

Price only key award criterion for procurement of
medicines (75%)

MEAT criteria about willingness to pay =

challenging

Criteria used so far:security of supply,environment
and added therapeutic value

Procurement of biosimilars mneeds support
biosimilar uptake including hesitancy and
behaviour to impede market entry and uptake of
competitor products

W iedy &0 BEAl PAaSTiCBa A e
ool B O i P e sl
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medicines Reducing shortage risks:
C forevrope Example Amoxicillin shortage

Demand driven shortage:

e 2020-21: amoxicillin/clav demand fell in EU --> reduction of production capacity

e 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
e Consolidated supply chains = limited ability to react

e Adapt market policies to encourage investment in diversification

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

12
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medicines Manufacturing competitiveness

C foreurope .
bottor acooss, bettr bt 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 -2 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)

e Substantial APl and FdF manufacturing capacity in
EU, but growth is in Asia.

 Dependency concern: export controls; - -
erratic local policies; war ~ How to expand solids APl/medicines

manufacturing in EU?
e  Which molecule classes matter?
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‘C foreurope . .
Aseptic/sterile products

* Mostly generic and older off-patent medicines
*  Medium production volumes

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

e 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

A §‘! "I'.

medicines) :
e Surge capacity uneconomic & difficult reg. Wh?t is the addltl.onal capaa?y nEEded. in
compliance . sterile manufacturing? Who will pay for it?
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be“efméﬁamplex 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 Can we incentivise complex drug system
changing needs (vaccines, biologics, etc.) production on a higher volume scale?
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C foreurope

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 APl 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, APl variations/changes, digital regulatory info,

reduced time for documentation review, modified stability studies, etc.
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OFF PATENT INDUSTRY INVESTMENTS IN EU MANUFACTURING

New iInvestments 1n
the EU
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New Investments in the
EU

BIOLOGICALPLANTS
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BIOLOGICAL PLANTS
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