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Please read the following notes before completing the letter template that follows.
Objective of the letter of representation
The objective of the letter of representation (LoR) is to formally appoint the person who will legally represent the legal entity (marketing authorisation holder (MAH)) in the referral procedure.
Should the regulatory contact point identified by the MAH in EudraVigilance registration system be directly employed by the MAH, it is presumed, unless otherwise communicated by the MAH to the European Medicines Agency, that this person acts on behalf of the MAH and therefore the above-mentioned LoR is not necessary. If the MAH wishes to designate a different person to act on its behalf in the referral procedure, the MAH needs to provide at earliest convenience a LoR.
Should the regulatory contact point identified by the MAH in EudraVigilance registration system not be directly employed by the MAH, the MAH needs to provide a LoR at earliest convenience. For the purpose of the above, the Agency will consider a contact person to be directly employed by the MAH when the email address provided in the EudraVigilance registration system matches the MAH’s domain.
As the MAH of a centrally authorised product (CAP) you are not expected to provide a LoR. The official contact person for your CAP will be the primary contact point for this procedure. However, if you are also the MAH of non-CAPs involved in the procedure please consider the possibility of designating one contact person for this procedure. You may also consider grouping with other MAHs for the purpose of this procedure only (irrespective of group/company affiliation), in which case a contact person for the group needs to be designated and a LoR needs to be provided by each of the MAHs in the group.
Use of the template
The European Medicines Agency strongly recommends the use of the template below (duly completed and printed on the official letterhead of each concerned legal entity registered in the European Union/EEA).
For completion of the template please be advised that:
{text} means that information is to be filled in;
<text> means that text is to be selected or deleted as appropriate.
The first part of the LoR requests the details of the legal entity (marketing authorisation holder). The second part of the LoR requests the details of the contact person in the referral procedure.
Product name
Please use only the following phrase "{INN}-containing medicinal products". There is no need to mention the product name(s) as registered in the (different) Member State(s).
Exception: If the authorised contact person does not represent the MAH(s) for all their products included in the referral, then the product names for which representation powers are given should be listed.
Signing of the letter of representation
The letter of representation must be signed by a person who has signatory powers to legally bind the concerned legal entity.
Deletion of explanatory note
This explanatory note is for information purposes only. Please do not recapture this note or the EMA logo in the LoR.
Sending of the letter
The LoR should not be included in the submission of responses to the CHMP but sent directly to the email address of the procedure assistant (contact details are available in the start of procedure letter) in electronic format (signed pdf) on the official letterhead of the company concerned registered in the European Union/EEA. The original of the LoR should be available upon request.
Information
In case of any further questions or remarks regarding the LoR, please contact your contact person at the European Medicines Agency.

Referral procedure under Article 31 of Directive 2001/83/EC

Letter of representation
Procedure number: EMEA/H/A-31/{number}
To whom it may concern
I, the undersigned, acting in my capacity as {position} of the company {name of authorising company} (hereinafter referred to as the "authorising company") organised and existing under the laws of {name of Member State} registered under number {registration number} and having its registered office {full address of registered office}
hereby authorise
<Mr/Ms> {name - position within company} (hereinafter referred to as the "authorised contact person")
{Address for correspondence}
{Phone and fax numbers}
{E-mail address}

to represent and act on behalf of and for the account of the authorising company to achieve all acts and formalities necessary and/or useful in the framework of the referral procedure under Article 31 of Directive 2001/83/EC, implicating {INN}-containing medicinal product(s) and identified by means of the above procedure number.
In the above-identified referral procedure, receipt of any document by the authorised contact person will be considered effective receipt by the authorising company, inter alia for the purposes of calculating the procedural timelines.
Yours faithfully,



For and on behalf of the authorising company
Name: {name of the undersigned}
Date: {signing date}
Signature: 
