Doc. Ref: CMDh/284/2012/Rev.1
April 2015
Template for letter of Access for an application under Article 10c of Directive 2001/83/EC (‘informed consent’ application)

Section to be completed by the MAH of the originator product

I, the undersigned acting in my capacity as <Job title> of <name of the MAH for the originator product> whose registered office is located at <address of the MAH for the originator product> hereby confirm that permanent and full access has been granted to <name of the MAH for the proposed informed consent MA>, whose registered office is located at <address of the MAH for the proposed informed consent MA> to Modules 2, 3, 4 and 5 of the MA dossier for the following medicinal product:

<name and MA number of the originator MA>

This access has been granted for the purposes of the submission of a marketing authorisation application under Article 10c of Directive 2001/83/EC to <name of competent authority(ies) to which the application has been submitted> for the following product:

<name of the proposed informed consent MA and MA number if available>.

In the event that the Marketing Authorisation is granted to <name of the MAH for the proposed informed consent MA>, access to the data will be available to <name of the MAH for the proposed informed consent MA> and <name of the competent authority(ies) to which the application has been submitted> for as long as the product is authorised. The data in the dossier may be used in the assessment of any variation or renewal of the Marketing Authorisation or for any other purposes whatsoever relating to the Marketing Authorisation and we can confirm that <name of the MAH for the proposed informed consent MA> will have full access to the dossier to enable them to fulfill their obligations as MAH as described in Directive 2001/83/EC.

Furthermore, I confirm that the dossier, including the product information, is up to date with current scientific knowledge including conclusions of assessments and recommendations made publicly available on the European medicines web-portal.

For and on behalf of <name of the MAH for the originator product>

Date and place

Signature

Name

Job Title

Section to be completed by the MAH for the proposed informed consent MA

I, the undersigned acting in my capacity as <Job title> of <name of the MAH for the proposed informed consent MA> whose registered office is located at <address of the MAH for the proposed informed consent MA> hereby confirm that we have received full access to Modules 2, 3, 4 and 5 of the MA dossier for <name and MA number of the originator MA> by <name of the MAH for the originator product>, whose registered office is located at <address of the MAH for the originator product>. 

This access has been granted for the purposes of the submission of a marketing authorisation application under Article 10c of Directive 2001/83/EC to <name of the competent authority(ies) to which the application has been submitted> for the following product:

<name of the proposed informed consent MA>.

We can confirm that <name of the MAH for the proposed inform consent MA> has full access to the dossier and that we are in a position to fulfill our obligations as MAH as described in Directive 2001/83/EC, in the event that the Marketing Authorisation is granted.

For and on behalf of <name of the MAH for the proposed informed consent MA>

Date and place

Signature

Name

Job Title

