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Yesterday, 11 December 2025, the Parliament and the Council of the EU, the two co-legislators in the EU, reached a
provisional agreement on the so called “Pharma Package” during a trilogue between the European Commission, the
Parliament and the Council of the EU[1]. The Pharma Package gathers a new regulation[2], as well as new directive[3]
and is the biggest reform of EU pharma law since 20 years, amending among others Directive 2001/83/EC.

The European Commission presented a revision of the pharmaceutical framework on 26 April 2023[4]. Parliament
adopted its position in April 2024[5], and the Council of the EU one year later, under the Polish Presidency of the
Council of the EU[6].

This agreement is a success for the Danish Presidency of the Council of the EU, which listed the adoption of the Pharma
Package as one of the goals of its presidency[7].

Here are some keys elements of the Pharma Package[8]:

Regulatory protection (Art. 81.2.a of the future directive): An eightyear regulatory data protection period, with one year
of market protection, with three possibilities of prolongation of the regulatory data market protection period of 12
months. However, the total possible regulatory protection cannot exceed 11 years (Art. 81.2.a of the future directive).

Bolar exemption (Art. 85 of the upcoming directive): The protection provided by patent or SPC shall not be regarded
as infringed when the necessary studies, trials and other activities are conducted for the purposes of:

Obtaining a MA of medicinal products, notably of generic, biosimilar, hybrid or bio-hybrid medicinal products and for
subsequent variations

Conducting health technology assessment

Obtaining pricing and reimbursement approval

Complying with subsequent practical requirement associated with the activities referred above

Submitting an application on procurement tenders, to the extent that at it does not entail the sale or offering for sale or
marketing of the medicinal product concerned during the protection period provided by patent rights or supplementary
protection certi�cate

The Pharma Package also tackles the issue of availability of medicines with mechanism that gives EU countries the
power to require companies to supply medicines bene�ting from regulatory protection in suf�cient quantities to meet
patient needs (art. 56.3 of the upcoming directive). The MA holder shall also notify market cessations, withdrawals,
temporary suspensions and temporary disruptions (Art. 116 of the upcoming regulation).

The Pharma Package also introduces a new transferrable exclusivity voucher to encourage pharma companies to develop
priority antibiotics. This voucher will grant pharma companies one additional year of market protection for a product of
their choice but cannot be used on products with annual gross sales of more than €490 million in the preceding four
years (Art. 40 of the upcoming regulation).

The provisional agreement now needs to be voted by both the Council of the European Union and the European
Parliament, before being formally adopted and entering into force upon publication in the Of�cial Journal of the EU.

AD will report more detailly once the regulation and directive will be published.
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