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	Federal Agency for Medicines and Health Products

	
	

	
	Clinical trial application for a medicinal product for VETERINARY use
	Eurostation

Place Victor Hortaplein 40 box 40

B-1060 BRUSSELS



Please type the requested information, sign the form and send it with the requested documents.

	(Trade/Invented)Name:      
Active component(s)/quantity(-ies):      
Pharmacotherapeutic division (Group + ATC code):       

Pharmaceutical form:      
MRL Status active substance(s)

 FORMCHECKBOX 
 Annex I:      
 FORMCHECKBOX 
 Annex II:      
 FORMCHECKBOX 
 Annex III :      
 FORMCHECKBOX 
 Annex IV :      
 FORMCHECKBOX 
 No MRL

Number(s) of the MRL regulation:      

	Applicant

Name and address:

      

     
     
Phone number:      
Fax number:      
Manufacturer of the finished product

Name and address:

      

     
     
Coordinator/project leader of the trial

Name and address:

      

     
     
Phone number:      
Fax number:       
E-mail:     



	Is the medicinal product currently marketed in Belgium?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 
  

Is the product marketed in other Member States? Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, in which Member State(s)?

AT FORMCHECKBOX 
 BU FORMCHECKBOX 
 CY FORMCHECKBOX 
 CZ FORMCHECKBOX 
 DE FORMCHECKBOX 
 DK FORMCHECKBOX 
 EE FORMCHECKBOX 
 EL FORMCHECKBOX 
 ES FORMCHECKBOX 
 FI FORMCHECKBOX 
 FR FORMCHECKBOX 
 HV FORMCHECKBOX 
 IE FORMCHECKBOX 
 IS FORMCHECKBOX 

 IT FORMCHECKBOX 
 LI  FORMCHECKBOX 
 LU FORMCHECKBOX 
 LV FORMCHECKBOX 
 MT FORMCHECKBOX 
 NL FORMCHECKBOX 
 NO FORMCHECKBOX 
 PL FORMCHECKBOX 
 PT FORMCHECKBOX 
 RO FORMCHECKBOX 
 SE FORMCHECKBOX 
 SI FORMCHECKBOX 
 SK FORMCHECKBOX 
 UKFORMCHECKBOX 

Is the medicinal product marketed in non-EU countries; if yes, in which countries?

     
Has an authorization already been given in other Member States for this clinical trial? Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, in which Member State(s)?

AT FORMCHECKBOX 
 BU FORMCHECKBOX 
 CY FORMCHECKBOX 
 CZ FORMCHECKBOX 
 DE FORMCHECKBOX 
 DK FORMCHECKBOX 
 EE FORMCHECKBOX 
 EL FORMCHECKBOX 
 ES FORMCHECKBOX 
 FI FORMCHECKBOX 
 FR FORMCHECKBOX 
 HV FORMCHECKBOX 
 IE FORMCHECKBOX 
 IS FORMCHECKBOX 

 IT FORMCHECKBOX 
 LI  FORMCHECKBOX 
 LU FORMCHECKBOX 
 LV FORMCHECKBOX 
 MT FORMCHECKBOX 
 NL FORMCHECKBOX 
 NO FORMCHECKBOX 
 PL FORMCHECKBOX 
 PT FORMCHECKBOX 
 RO FORMCHECKBOX 
 SE FORMCHECKBOX 
 SI FORMCHECKBOX 
 SK FORMCHECKBOX 
 UKFORMCHECKBOX 




	Aim of the trial:      
Target animal:        

Route of administration:      
Dosing:      
Therapeutic indication:      
Period for which the authorization is requested (start and end date):       
Product quantity which is imported/manufactured:      
Total number of animals included in the trial:      
Name and address of the person in the company who is responsible for the import of the medicinal product in Belgium: 

     
Name and address of the person in the company who is responsible for distribution: 

     
Name of the person responsible for information:      
Name of the person responsible for pharmacovigilance:      
Name and address of the participating veterinarian(s):

     
     
     
     
     
     
     
     
     


	ONLY FILL IN FOR CLINICAL TRIALS WITH ANIMALS FOR consumptiON

Name, address, representative and sanitel number of the participating farms*:
     
     
     
     
     
     
     
     
     
Individual sanitel numbers of the animals which are included in the trial, by farm*:

     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
* If these data are not available at the start of the trial, a signed declaration must be included, in which the applicant commits himself to provide these data before starting the trial with the concerned company/target animal. 


	DocumentS THAT ARE ADDED TO THIS APPLICATION
Part I: administrative

FORMCHECKBOX 
 Two copies of the authorizations for the execution of a clinical trial signed by the applicant

FORMCHECKBOX 
 Fee form and proof of payment (132 euros by test product)

FORMCHECKBOX 
 Draft texts on the packagings (primary, secondary, label)

FORMCHECKBOX 
 Commitment of the company to provide data specific to trial exemptions with animal for consumption before the start of the trial (if applicable)

FORMCHECKBOX 
 Copy of the authorization given in another EU member state for the clinical trial (if applicable)

FORMCHECKBOX 
 Draft informed consent in the national language(s) of the owner(s) of the animals

FORMCHECKBOX 
 Short summary of the trial (maximum 1 A4)



	Part II: quality
FORMCHECKBOX 
 Qualitative and quantitative composition (active components and excipients)

FORMCHECKBOX 
 Pharmaceutical form

FORMCHECKBOX 
 Nature of the product (antimicrobial, biological, living vaccine, dead vaccine, etc.)

FORMCHECKBOX 
 Quality of the medicinal product (sterility, purity, inactivation, etc.)

FORMCHECKBOX 
 GMP declaration manufacturer, delivered by the competent authority, not older than 3 years (except for products manufactured in Belgium)

FORMCHECKBOX 
 Stability data in support of the shelf-life and the shelf-life after first opening of the product

FORMCHECKBOX 
 Analytical standards at release and end of the shelf-life

FORMCHECKBOX 
 Precautionary measures for preservation

FORMCHECKBOX 
 Certificate of conformity TSE

Part III: trial protocol

FORMCHECKBOX 
 Aim of the trial 
FORMCHECKBOX 
 Aimed start date and duration/period of the trial (with indication of the reasons if the trial lasts longer than 6 months)

FORMCHECKBOX 
 Name of the medicinal product + mention whether it is a pharmaceutical or immunological product

FORMCHECKBOX 
 Therapeutical indication (therapeutical/ prophylactic/diagnostic)

FORMCHECKBOX 
 Route of administration and amounts to be administered (oral, dosing, vaccination scheme, etc.)

FORMCHECKBOX 
 Target animal/number of animals (species, age sex, etc.)

FORMCHECKBOX 
 Justification for the number of animals used in the trial; if the trial requires a great number of animals, a statistical support must be submitted. 
FORMCHECKBOX 
 Safety data for the target animal (data from pre-clinical and clinical trials –if available– regarding safety, efficiency, relevant chemical, pharmaceutical, animal pharmacological and toxicological data)

FORMCHECKBOX 
 Safety data for the consumer (if applicable): toxicity, residues, MRL-data, waiting period
FORMCHECKBOX 
 Proposal and support of the waiting period / destruction of animal products (if applicable)

FORMCHECKBOX 
 Precautionary measures to be taken by the person who administers the medicinal product to the animals

FORMCHECKBOX 
 Data over the spreading of the vaccine strain to non-vaccined and/or non-target animals and the possible safety measures to be taken (only for immunological medicinal products)

FORMCHECKBOX 
 Adverse reactions, contraindications and interactions (if known)

FORMCHECKBOX 
 Plan for the monitoring of adverse reactions
FORMCHECKBOX 
 Plan for emergencies (recall)
FORMCHECKBOX 
 Distribution channel, storage place,... of the medicinal product
FORMCHECKBOX 
 Concerned farms (Name, address, representative, type of farm)

FORMCHECKBOX 
 Concerned veterinarians (Name and address)




	I hereby apply to obtain an authorization for a trial exemption with a medicinal product for veterinary use. I declare that the preparation methods and the control of the product take place taking into account the progress of technique and science. The product is in conformity with the current quality directives of the CHMP/CVMP. I hereby confirm that in case of unexpected adverse reactions, this will be notified to the concerned division of the FAMHP. 



	Mandated

signatory ______________________


	Function      

	Name in block letters      

	Date       

	Second signatory ___________________

(if applicable)


	Function      

	Name in block letters       

	Date       


	Reserved for the administration

Could you please use the following references in all future correspondence:

Administrative procedure number: ______________________________________

Authorization number clinical trial: ______________________________________



	Assessor

Part I


	(  Assessment part I has been positively concluded

(  Application not acceptable (reasons) _________________________________

(  Fee paid on _______________

Signature:
                                                                       Date:



	Assessor

Part II


	(  Assessment part II has been positively concluded

(  Application not acceptable (reasons) ____________________________________

Signature:
                                                                       Date:



	Assessor

Part III 


	(  Assessment part III has been positively concluded

(  Application not acceptable (reasons) ____________________________________

Signature:
                                                                       Date:










Name product, pharmaceutical form

          Name applicant
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