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Amendment   1 

Julie Girling 

 

Draft opinion 

Paragraph 3 a (new) 

 
Draft opinion Amendment 

 3a. Welcomes that a new procedure 

entered into force in 2014 which corrected 

the former irregular practice, whereby the 

Agency paid education contributions 

directly to schools for staff, in 

contravention of the Staff Regulations; 

Or. en 

 

Amendment   2 

Tibor Szanyi 

 

Draft opinion 

Paragraph 8 

 
Draft opinion Amendment 

8. Reiterates the important role of the 

Agency in protecting and promoting public 

and animal health by assessing and 

supervising medicines for human or 

veterinary use; notes the publication, in 

November 2014, of the Agency's revised 

policy on the handling of declarations of 

interests by scientific committee members 

and experts, and welcomes that the 

revisions reflect a more balanced approach 

to handling declarations of interests, and 

aim to effectively restrict the involvement 

of experts with possible conflicts of 

interests in the Agency’s work, while 

maintaining the Agency's ability to access 

the best available expertise; 

8. Reiterates the important role of the 

Agency in protecting and promoting 

human and animal health by assessing and 

supervising medicines for human or 

veterinary use; notes the publication, in 

November 2014, of the Agency's revised 

policy on the handling of declarations of 

interests by scientific committee members 

and experts, and welcomes that the 

revisions reflect a more balanced approach 

to handling declarations of interests, and 

aim to effectively restrict the involvement 

of experts with possible conflicts of 

interests in the Agency’s work, while 

maintaining the Agency's ability to access 

the best available expertise; 

Or. en 
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Amendment   3 

Nicola Caputo 

 

Draft opinion 

Paragraph 8 

 
Draft opinion Amendment 

8. Reiterates the important role of the 

Agency in protecting and promoting public 

and animal health by assessing and 

supervising medicines for human or 

veterinary use; notes the publication, in 

November 2014, of the Agency's revised 

policy on the handling of declarations of 

interests by scientific committee members 

and experts, and welcomes that the 

revisions reflect a more balanced approach 

to handling declarations of interests, and 

aim to effectively restrict the involvement 

of experts with possible conflicts of 

interests in the Agency’s work, while 

maintaining the Agency's ability to access 

the best available expertise; 

8. Reiterates the important role of the 

Agency in protecting and promoting public 

and animal health by assessing and 

supervising medicines for human or 

veterinary use; notes the publication, in 

November 2014, of the Agency's revised 

policy on the handling of declarations of 

interests by scientific committee members 

and experts, and welcomes that the 

revisions reflect a more balanced approach 

to handling declarations of interests, and 

aim to effectively restrict the involvement 

of experts with possible conflicts of 

interests in the Agency’s work, while 

maintaining the Agency's ability to access 

the best available expertise; stresses that 

the Agency should ensure maximum 

transparency in providing access to 

clinical reports, and welcomes the 

Agency's decision proactively to publish 

data on clinical trials; considers that 

businesses should not be allowed to evade 

the obligation to communicate such data 

on the basis of potential risk to 

commercial interests; 

Or. it 

 

Amendment   4 

Benedek Jávor 

 

Draft opinion 

Paragraph 9 

 
Draft opinion Amendment 

9. Notes with concern that, despite the 

Agency’s fee regulation2 providing due 

9. Notes with concern that, despite the 

Agency’s fee regulation2 providing due 
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dates for the collection of fees from 

applicants and the Agency’s related 

payments to national competent authorities, 

these due dates were not respected for most 

of the transactions audited by the Court of 

Auditors and calls on the Agency to respect 

those dates; 

dates for the collection of fees from 

applicants and the Agency’s related 

payments to national competent authorities, 

these due dates were not respected for most 

of the transactions audited by the Court of 

Auditors and calls on the Agency to no 

longer undermine its pharmacovigilance 

responsibilities and effectively respect 

those dates; 

  
2 Council Regulation (EC) No 297/95 of 10 

February 1995 on fees payable to the 

European Agency for the Evaluation of 

Medicinal Products (OJ L 035, 15.2.1995, 

p.1). 

2 Council Regulation (EC) No 297/95 of 10 

February 1995 on fees payable to the 

European Agency for the Evaluation of 

Medicinal Products (OJ L 35, 15.2.1995, p. 

1). 

Or. en 

 

Amendment   5 

Benedek Jávor 

 

Draft opinion 

Paragraph 9 a (new) 

 
Draft opinion Amendment 

 9a. Is therefore extremely concerned that 

despite the identified weakness in the 

functioning of pharmacovigilance, the 

Agency launched in March 2014 a pilot 

project on adaptive licencing - endorsed 

neither by the Parliament nor by the 

Council, as implementing adaptive 

pathways would shift the burden of 

evidence from pre-marketing to post-

marketing, leading to a situation where 

premature marketing authorisations could 

become the rule, therefore putting Union 

citizens' health unnecessarily at risk; 

Or. en 

 


