Notice of the ISCVBM regarding the content of the cover letters accompanying the applications and dossiers

We hereby notify the applicants / holders of a marketing authorisation of veterinary medicinal products (of an approval of non-medicinal veterinary products) of the importance of the covering letters and we request that they pay due attention to the cover letters content.

Cover letters submitted to the ISCVBM together with applications to the particular processes of the marketing authorisation and approval procedures are often presented with an inadequate content.

Serving as the accompanying and registry document and informing on the intention or reason for the application submission, it is necessary for the easygoing course of the relevant authorization procedure, that the covering letter contains principal, correct and clearly formulated informations. The covering letter serves also as the evidence of the delivery of the applications and documents and their receipt by the ISCVBM. The covering letter shall be therefore submitted in duplicate. Confirmation of receipt by the ISCVBM is imprinted on one copy and such copy is given back to the applicant/holder.

We request that every application and dossier delivered to the ISCVBM registry or sent via the mail on the ISCVBM address and/or sent in the form of electronic submission, is fitted with a cover letter representing the primary source of information. 

With respect to this, we recommend to indicate the information referred to in the Annex to this notice in the covering letter, which should make the validation process of the applications and their subsequent assessment easier for the ISCVBM staff members.

For the submission of applications for the authorisation procedure within the frame of the mutual recognition procedure and /or the decentralised procedure (MRP/DCP) the coordination group CMDv has published a specimen cover letter on its web site – “Cover letter for new MA application “ http://www.hma.eu/161.html"

The aforementioned specimen, adequately adjusted for the relevant type of application, shall also be used for making an application for renewal/variation to the marketing authorization within the framework of MRP/DCP.

The department of administrative support of marketing authorization procedures and approval procedures- Section of marketing authorisation, approval, registration of veterinary technical devices and clinical trials 

7. July 2009

Annex: Recommended information to be included in the cover letter

<Applicant’s Name/Company Name >



<ISCVBM>

<Applicant’s address>




<ISCVBM address>

<Date, reference number>

Subject matter: Submission of an application for a  ( marketing authorisation/ MA renewal / variation to the MA type IA, IB, II….> for a product <name of the product>

We are hereby making an application for a ( marketing authorisation/ MA renewal/variation to the MA type IA, IB, II/…> for the veterinary medicinal product< product name, dosage form, strength, MA number/approval number (if granted)

( The reason for submission of the application shall be mentioned in the letter, and it shall contain the following details:

· the type of the proceeding (new authorisation, authorisation renewal, variation to the authorisation etc.)

· in case of submission of supplementary data, ,the reference number of the ISCVBM list of question requesting such data and the type of proceeding under which such supplementary submission is made ,

· other details, comments or informations regarding the relevant application shall be provided, if necessary>

In enclosure you’ll find the following documents:

(The detailed list of all documents submitted together with the application and/or related to the relevant application (in case of any after supplementation of the application) shall be indicated along with their characteristics and number of copies, volumes and with the information, whether they are submitted in a printed or an electronic version. Individual documents must be marked in a way, which makes it possible to control them on the ISCVBM registry and within the subsequent application validation. In case of need it is possible to submit the above mentioned list as an enclosure to the covering letter. >
Date:

Delivered by: in the name of the applicant/holder

<Signature of the applicant/holder or a person authorised to act on behalf of the applicant/holder>
Received by the ISCVBM:

<Signature of the registry staff >

