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Amendment 1
Notis Marias

Proposal for a decision 1
Paragraph 1

Proposal for a decision Amendment

1. Grants the Executive Director of 
the European Medicines Agency discharge 
in respect of the implementation of the 
Agency’s budget for the financial year 
2017;

1. Refuses the Executive Director of 
the European Medicines Agency discharge 
in respect of the implementation of the 
Agency’s budget for the financial year 
2017;

Or. el

Amendment 2
Ryszard Czarnecki, Raffaele Fitto, Beata Gosiewska, Richard Sulík

Proposal for a decision 1
Paragraph 1

Proposal for a decision Amendment

1. Grants the Executive Director of 
the European Medicines Agency discharge 
in respect of the implementation of the 
Agency’s budget for the financial year 
2017;

1. Postpones its decision on granting
the Executive Director of the European 
Medicines Agency discharge in respect of 
the implementation of the Agency’s budget 
for the financial year 2017;

Or. en

Amendment 3
Dennis de Jong

Motion for a resolution
Paragraph 7

Motion for a resolution Amendment

7. Notes that, on 31 December 2017, 
the establishment plan was 97,82 % 
executed, with 583 temporary agents 
appointed out of 596 temporary agents 
authorised under the Union budget 
(compared with 602 authorised posts in 

7. Notes that, on 31 December 2017, 
the establishment plan was 97,82 % 
executed, with 583 temporary agents 
appointed out of 596 temporary agents 
authorised under the Union budget 
(compared with 602 authorised posts in 
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2016); notes that in addition 147 contract 
agents and 36 seconded national Experts 
worked for the Agency in 2017;

2016); notes that in addition 147 contract 
agents and 36 seconded national Experts 
worked for the Agency in 2017; notes that 
the staff expenses increased by 10 million 
euros; asks the Agency to report 
comprehensively on this expenditure;
urges the Agency to not replace 
permanent staff by more expensive 
contract agents;

Or. en

Amendment 4
Karin Kadenbach

Motion for a resolution
Paragraph 9

Motion for a resolution Amendment

9. Notes with concern that, according 
to the Agency and to the Court’s report, 
while significant new tasks were assigned 
to the Agency, the Agency’s staff 
establishment plan was not increased, 
leading to a critical dependence on external 
expertise in affected areas; welcomes the 
measures already taken by the Agency to 
mitigate the risks involved and calls on the 
Agency to report to the discharge authority 
on further decisions taken in order to 
improve the situation;

9. Notes with concern that, according 
to the Agency and to the Court’s report, 
while significant new tasks were assigned 
to the Agency, the Agency’s staff 
establishment plan was not increased in 
2017, leading to a critical dependence on 
external expertise in affected areas;
welcomes that the Management Board of 
EMA was verbally informed by DG 
SANTE representative that EMA’s 
request to hire up to 40 time-limited 
contract agents in 2019 has been 
accepted; welcomes the measures already 
taken by the Agency to mitigate the risks 
involved and calls on the Agency to report 
to the discharge authority on further 
decisions taken in order to improve the 
situation;

Or. en

Amendment 5
Karin Kadenbach

Motion for a resolution
Paragraph 10
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Motion for a resolution Amendment

10. Welcomes the suggestion of the 
Court to publish vacancy notices also on 
the website of the European Personnel 
Selection Office in order to increase 
publicity; understands the Agency’s 
concern regarding translation costs;

10. Welcomes the suggestion of the 
Court to publish vacancy notices also on 
the website of the European Personnel 
Selection Office in order to increase 
publicity; understands the Agency’s 
concern regarding the high translation 
costs triggered by such publication;

Or. en

Amendment 6
Dennis de Jong

Motion for a resolution
Paragraph 12

Motion for a resolution Amendment

12. Stresses that the Agency’s clients -
the pharmaceutical industry - pay for the 
procedure, not for the outcome of the 
Agency’s assessments; understands that 
according to the Agency it considers its 
recommendations to be made 
independently and that they, therefore, do 
not create conflicts of interest, in respect of 
which any potential risks are however duly 
considered, prevented and mitigated;

12. Stresses that the Agency’s clients -
the pharmaceutical industry - pay for the 
procedure, not for the outcome of the 
Agency’s assessments; understands that 
according to the Agency it considers its 
recommendations to be made 
independently and that they, therefore, do 
not create conflicts of interest, in respect of 
which any potential risks are however duly 
considered, prevented and mitigated; 
expresses, however, concern at the 
potential conflict of interest that can arise 
if the Agency have to rely on membership 
fees as its main source of income;
emphasizes the need for a steady and 
predictable flow of income from the 
Union budget, which is crucial also to 
planning, rather than having to rely on 
fees, which are unpredictable and vary 
from year to year;

Or. en

Amendment 7
Dennis de Jong

Motion for a resolution
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Paragraph 12 a (new)

Motion for a resolution Amendment

12 a. Welcomes the fact that the Agency 
also requests all IT consultants to sign 
individual declarations of interest and 
confidentiality undertaking at the 
beginning of their assignment;

Or. en

Amendment 8
Petri Sarvamaa

Motion for a resolution
Paragraph 14

Motion for a resolution Amendment

14. Notes that the Agency meets with 
lobbyists and has rules in place to govern 
its interactions with stakeholders and 
furthermore that it publishes the minutes of 
meetings with ‘interest representatives’ on 
its website; notes with satisfaction that the 
Agency developed a framework for 
stakeholder relation management in 
consultation with the Commission, which 
encompassed transparency measures;

14. Notes that the Agency meets 
with external stakeholders and has rules in 
place to govern its interactions with 
stakeholders and furthermore that it 
publishes the minutes of meetings with 
‘interest representatives’ on its website; 
notes with satisfaction that the Agency 
developed a framework for stakeholder 
relation management in consultation with 
the Commission, which encompassed 
transparency measures;

Or. en

Amendment 9
Dennis de Jong

Motion for a resolution
Paragraph 15 a (new)

Motion for a resolution Amendment

15 a. Welcomes the inquiry that the 
European Ombudsman opened into the 
arrangements that the Agency has in 
place for engaging with medicine 
producers before they apply for 
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authorisations to market their medicines 
in the Union and welcomes the fact that 
all interested parties are invited to put 
forward their comments on this issue, 
especially since the Agency’s income on 
fees and charges related to marketing 
authorisations increased by 14 million 
euros;

Or. en

Amendment 10
Dennis de Jong

Motion for a resolution
Paragraph 15 b (new)

Motion for a resolution Amendment

15 b. Acknowledges from the Agency 
that Pre-submission meetings contribute 
to the development of medicines; notes 
that in the light of the pre-submission 
meetings, the experts of CHMP perform 
both the role of consultant as of evaluator 
of the marketing authorisation 
applications; calls upon the Agency to at 
least publish a list of pre-submission 
activities, once the marketing 
authorisation has been given;

Or. en

Amendment 11
Petri Sarvamaa

Motion for a resolution
Paragraph 17

Motion for a resolution Amendment

17. Notes that the Court issued an 
emphasis of matter paragraph in relation to 
the two London-based agencies, 
concerning the United Kingdom’s decision 
to withdraw from the European Union; 
notes that the seat of the Agency will move 

17. Notes that the Court issued an 
emphasis of matter paragraph in relation to 
the two London-based agencies, 
concerning the United Kingdom’s decision 
to withdraw from the European Union; 
notes that the seat of the Agency will move 
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to Amsterdam at the beginning of 2019 and 
that the Agency’s accounts include 
provisions for related costs amounting to 
EUR 18 600 000; regrets that the lease 
agreement for the London based premises 
sets a rental period until 2039 with no exit 
clause; deeply regrets that the notes to the 
accounts disclose an amount of EUR 489 
000 000 remaining rent until 2039, of 
which a maximum amount of EUR 465 
000 000 corresponding to the lease period 
after the Agency’s planned move to 
Amsterdam is disclosed as a contingent 
liability; urges the Agency to do its utmost 
to minimise the financial, administrative 
and operational impact of the unfavourable 
lease agreement and to report to the 
discharge duthority on the developments in 
this regard;

to Amsterdam at the beginning of 2019 and 
that the Agency’s accounts include 
provisions for related costs amounting to 
EUR 18 600 000; regrets that the lease 
agreement for the London based premises 
sets a rental period until 2039 with no exit 
clause; deeply regrets that the notes to the 
accounts disclose an amount of EUR 489 
000 000 remaining rent until 2039, of 
which a maximum amount of EUR 465 
000 000 corresponding to the lease period 
after the Agency’s planned move to 
Amsterdam is disclosed as a contingent 
liability; urges the Agency and the 
European Commission to do their utmost 
to minimise the financial, administrative 
and operational impact of the unfavourable 
lease agreement and to report to the 
discharge duthority on the developments in 
this regard;

Or. en

Amendment 12
Karin Kadenbach

Motion for a resolution
Paragraph 19

Motion for a resolution Amendment

19. Notes that, according to the 
Agency, it requires significant resources to 
be redistributed for relocation tasks and 
that a shortage of human resources may 
result in challenges for the Agency to fulfil 
its core and legislative responsibilities;

19. Highlights that, according to the 
Agency, it requires significant resources to 
be redistributed for relocation tasks and 
that a shortage of human resources may 
result in challenges for the Agency to fulfil 
its core and legislative responsibilities; 
calls on the Agency to report to the 
discharge authority on any developments 
in that regard;

Or. en
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