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Amendment 1

Proposal for a regulation
Recital 2

Text proposed by the Commission Amendment

(2) Having regard to Article 50(3) of the 
Treaty on European Union, the European 
Medicines Agency should take its new seat 
as from the date on which the Treaties 
cease to apply to the United Kingdom or 
from 30 March 2019, whichever is the 
earlier.

(2) Having regard to Article 50(3) of the 
Treaty on European Union, the European 
Medicines Agency should take its new seat 
from 30 March 2019.

Justification

The date of 30 March 2019 is the date when the UK is expected to become a third country. 
Although the Commission’s proposal reflects the legal possibility that the UK could leave the 
Union before the end of the 2 years period foreseen in Art 50, the Agency requires legal 
certainty as regards the official date of its departure from the UK for several practical 
reasons related to the planning of its relocation process. To avoid that the Agency would have 
to suddenly move earlier than currently planned, e.g. due to a collapse in the EU-UK 
negotiations, the Agency would not be in a position to complete all necessary relocation 
activities on time.

Amendment 2
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Proposal for a regulation
Recital 3

Text proposed by the Commission Amendment

(3) To ensure the proper functioning of 
the European Medicines Agency in its 
new location, a headquarters agreement 
should be concluded before the European 
Medicines Agency takes up its new seat.

(3) To ensure the proper functioning of 
the Agency in its new location, a 
headquarters agreement should be 
concluded as soon as possible. The 
headquarters agreement should include 
the most appropriate terms and conditions 
for the successful relocation of the 
Agency and its staff members to 
Amsterdam.

Justification

Having a precise timeline in the legislation for the signature of the headquarters agreement is 
required to prevent delays in the HQ agreement's negotiations and thus to support the 
preparatory activities for the relocation by 30 March 2019.The existence of an HQ agreement 
setting out a detailed framework for the Agency's installation in the new host country will 
reduce uncertainty and provide additional clarity to staff members, thus helping to guarantee 
business continuity during all phases of the relocation.

Amendment 3

Proposal for a regulation
Recital 3 a (new)

Text proposed by the Commission Amendment

(3a) In order to ensure the Agency’s full 
business continuity, the temporary 
location in Amsterdam should be provided 
as of 1 January 2019 and the permanent 
headquarters of the Agency should be 
completed by 15 November 2019.

Amendment 4

Proposal for a regulation
Recital 3 b (new)
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Text proposed by the Commission Amendment

(3b) It is to be welcomed that the new 
location of the Agency is in line with the 
preferences of its current staff members 
and that the Dutch authorities are making 
efforts to ensure that the double transfer 
will not jeopardise the operational 
effectiveness, continuity and 
uninterrupted functioning of the Agency. 
However, the double relocation of the 
Agency to Amsterdam means that the 
Agency will have to temporarily de-
prioritise certain activities, such as its 
work on paediatric medicines and public 
health issues including its work on anti-
microbial resistance and flu pandemics, 
while it resides in the temporary location. 
The delays that the Dutch government has 
already announced, which have pushed 
back the handover of the permanent 
building, on which construction work has 
not yet started, raise concerns about 
potential further delays. The relocation to 
the temporary building should be limited 
to 10.5 months to ensure that the Agency 
will be able to operate again at its full 
capacity as of 16 November 2019 and 
avoid further loss of expertise

Amendment 5

Proposal for a regulation
Article 1 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

In Regulation (EC) No 726/2004, the 
following Article 71a is inserted:

In Regulation (EC) No 726/2004, the 
following Article 71a and Article 71b are 
inserted:

Amendment 6

Proposal for a regulation
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Article 1 – paragraph 1
Regulation (EC) No 726/2004
Article 71a

Text proposed by the Commission Amendment

Article 71a Article 71a

The Agency shall have its seat in 
Amsterdam, the Netherlands.

The Agency shall have its seat in 
Amsterdam, the Netherlands.

The Commission and the competent 
authorities of the Netherlands shall take 
all necessary measures to ensure that the 
Agency can move to its temporary 
location no later than 1 January 2019 and 
that it can move to its permanent location 
no later than 16 November 2019.
The Commission and the competent 
authorities of the Netherlands shall 
submit a written report to the European 
Parliament and the Council on the 
progress on the adjustments of the 
temporary premises and on the 
construction of the permanent building 
three months after the entry into force of 
this Regulation, and every three months 
thereafter, until the Agency has moved 
into its permanent headquarters.

Amendment 7

Proposal for a regulation
Article 1 – paragraph 1 – introductory part
Regulation (EC) No 726/2004
Article 71 b (new)

Text proposed by the Commission Amendment

Article 71b

A headquarters agreement allowing the 
Agency to take up its duties at the 
premises approved by the European 
Parliament and the Council shall be 
concluded within three months from ... 
[date of entry into force of this 
Regulation].
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Justification

Having a precise timeline in the legislation for the signature of the headquarters agreement is 
required to prevent delays in the HQ agreement's negotiations and thus to support the 
preparatory activities for the relocation by 30 March 2019.The existence of an HQ agreement 
setting out a detailed framework for the Agency's installation in the new host country will 
reduce uncertainty and provide additional clarity to staff members, thus helping to guarantee 
business continuity during all phases of the relocation.

Amendment 8

Proposal for a regulation
Article 2 – paragraph 2

Text proposed by the Commission Amendment

This Regulation shall apply from the date 
on which the Treaties cease to apply to the 
United Kingdom or from 30 March 2019, 
whichever is the earlier.

This Regulation shall apply from 30 March 
2019.

Justification

The date of 30 March 2019 is the date when the UK is expected to become a third country. 
Although the Commission’s proposal reflects the legal possibility that the UK could leave the 
Union before the end of the 2 years period foreseen in Art 50, the Agency requires legal 
certainty as regards the official date of its departure from the UK for several practical 
reasons related to the planning of its relocation process. To avoid that the Agency would have 
to suddenly move earlier than currently planned, e.g. due to a collapse in the EU-UK 
negotiations, the Agency would not be in a position to complete all necessary relocation 
activities on time.


