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<Date of submission>

Submission of comments  

The European Medicines Agency policy on access to documents and both Output Tables are available for public consultation.  
The revision of the policy is based on EMA’s experience with the original policy introduced in 2010. The new version extends the scope of the policy to include explicitly corporate documents and takes into account the Agency’s proactive approach to transparency that has led to the publication of many more documents on the EMA website since 2010.
The main changes made are summarised below: 

· The scope of the policy has been extended to include corporate documents; consequently the title of the policy has been amended to reflect this change.

· The classification of the documents has been changed into “releasable” or “non-releasable”.

· The section on protection of internal deliberations has been amended to clarify when procedures are considered to be concluded and a section on transparency has been added to clarify the level of transparency on the requests, and on the beneficiaries of the requests. 

· The rules for the implementation of Regulation (EC) No 1049/2001 have been changed into arrangements for the implementation of said Regulation and these arrangements have been presented as an annex to this policy, although relevant information (i.e. on the scope, on the definitions) has been included in the body of the policy. 

· The section on the implementation of the policy has been reworded to emphasise the documents that are proactively published. An explanation as to how the Agency meets its legal obligations as required by Article 73 of Regulation (EC) 726/2004 and Articles 2(4) and 11 of Regulation (EC) 1049/2001 has been added.

Changes made to the policy itself have been highlighted in yellow.

A new table is provided with the access rules for corporate documents held by EMA: “Output of the European Medicines Agency policy on access to documents related to corporate documents”. 

A revised table with the access rules for documents related to medicines for human and veterinary use held by EMA: “Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use”. Please note that changes made have not been highlighted.
The public consultation period is from 17 February 2017 to 18 May 2017.

Comments are welcomed and should be entered in the comments section that is specific to each document. EMA will review all comments made.
Please note that the comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF) to: ATDPolicy@ema.europa.eu
1.  European Medicines Agency policy on access to documents (EMA/729522/2016)
The policy on access to documents (EMA/ 729522/2016) highlights the European Medicines Agency’s (EMA) approach to embrace openness of operations as an important feature and the widest possible access to the documents that it produces or receives and has in its possession. The policy has been revised to take into account experience gained since the introduction of the policy in 2010. 
Please use the table below to comment on the European Medicines Agency policy on access to documents (EMA/729522/2016).
	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	
	
	

	
	
	

	
	
	


Please add more rows if needed.

2.  Output of the European Medicines Agency policy on access to documents related to corporate documents (EMA/183710/2016)
This ‘Output Table Corporate’ relates to corporate documents, for example to conflicts of interest declarations, SOPs and WINs and corporate documents that are already publically available on the EMA’s website. 
Please use the table below to comment on the Output of the European Medicines Agency policy on access to documents related to corporate documents (EMA/183710/2016).
	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	
	
	

	
	
	

	
	
	


Please add more rows if needed.
3.  Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use (EMA/127362/2006, Rev. 1)
This “Output Table Scientific” lists the document types which may be subject to requests for access to documents related to medicinal products for human and veterinary use. 

Please use the table below to comment on the Output of the European Medicines Agency policy on access to documents related to medicinal products for human and veterinary use (EMA/127362/2006, Rev. 1).
	Line number(s)

(e.g. 20-23)
	Comment 
	Proposed changes, if any

(If changes to the wording are suggested, they should be highlighted)

	
	
	

	
	
	

	
	
	


Please add more rows if needed.
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+44 (0)20 3660 6000

Facsimile

+44 (0)20 3660 5555

Send a question via our website www.ema.europa.eu/contact
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