Guideline 

ÚSKVBL/UST - 02 / 2006

Providing consultations by the staff of the Institute for State Control of Veterinary Biologicals and Medicines 

Effective as of:
1 March 2006

Validity expires on: 
no restriction 

Changes and/or updates the guideline: - 

Repeals and/or replaces guideline: 

     ÚSKVBL/UST – 1/2004
The Institute for State Control of Veterinary Biologicals and Medicines (hereinafter referred to as the Institute provides consultations related to the scope of activities of the Institute in the area of veterinary medicinal products, veterinary non-medicinal products and veterinary technical devices. The aim of the consultations is to enable to the applicants to discuss specific issues so that they are informed about the view of the Institute on the issue concerned. The outcomes of the different consultations are considered confidential. They serve to the Institute for generalisation of positions and to make sure that similar procedure is taken in cases which are alike. The Institute will respect the conclusions of the consultations in its daily activities, with the conclusions being not obligatory for the beneficiaries of the consultations – they may choose solution which differ from the one recommended by the Institute provided it serves the required target. The conclusions cannot be regarded as utterly binding nor for the staff of the Institute. Despite it is assumed that the conclusions of the consultation will be applicable for a reasonable time period in cannot be excluded that the application of the conclusions may be limited to a certain scope due to the new information. In relation to the relevant legal, juristic and/or scientific changes implemented since the date of the consultation, the date when the consultation was held must be duly considered.

The aim of the Institute is to enable to its staff appropriate preparation for the consultation and to ensure completeness and precision of the information provided and to enable participation of the external experts where needed and to reduce excessive unexpected disturbance of the Institute´s staff from their daily tasks. Besides that the Institute will try to reduce the need for individual consultations by monitoring of the prevalence of the questions of their similar nature for which it will be more appropriate to provide publicly accessible information. 

Certain oral consultations are subject to fees with regard to the introduction of the fees payable to the Institute (see guideline USKVBL/UST–4/2008 Rev.1 Administrative fees and fees payable for scientific activities / actions carried out subject to application). The fee is not required for oral consultation provided in frame of the pending scientific activities / actions of the Institute for which a fee was paid in accordance with the Guideline USKVBL/UST–4/2008 Rev.1. The meetings with the representatives of the industry to which such representatives were called upon are not considered as consultations.

Procedure

· The applicant shall submit a written (e-mail can be used) request for a consultation containing the particular question(s) and/or areas of the intended consultation estimated time schedule of the consultation, name of the contact person and his/her address, telephone number and/or e-mail, where relevant. Such shall be sent either directly to the consultee or to the address uskvbl@uskvbl.cz. Where the consultation is subject to payment of a fee the company name, company address and identification number shall be stated as well. 

· The consultee will propose to the applicant the date of the consultation or he/she may ask for a specification of the topics to consulted. 

· Making a consultation. 

· In the case of paid consultation the Institute will send an invoice to the applicant after the consultation. The fee 2 200 CZK for every new hour of the consultation results from the Guideline USKVBL/UST–4/2008 Rev.1, Code 0-01 (01) – Hourly oral consultation subject to request (not related to the pending application). The amount can be paid in a cash desk of the Institute immediately after the consultation. 

· In order to document the conclusions of the consultations, each consultation will ended up by a short written summary of the conclusion on the questions asked (in Czech or English), which shall be provided by the contact person of the applicant within the 5 working days to the consultee. The consultee may make corrections to the record where necessary he/she will confirm and send its final version to the applicant. In case of paid consultations, this shall be completed within 5 days after the Institute receives a proof of invoice payment (check of the Institute´s bank statement). The change of the aforementioned deadlines can be agreed during the consultation. The consultation conclusions that have not been confirmed by the Institute in written (conformation of the consultation record) cannot be recognised by the Institute as its official statements and the Institute cannot take such statements into consideration. In particular, references to any oral statements of individual employees will be regarded as groundless. 
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Ústav pro státní kontrolu veterinárních biopreparátů a léčiv

Institute for State Control of Veterinary Biologicals and Medicines
Hudcova 56a, Brno-Medlánky

Postal Code: 621 00, Czech Republic

REQUEST FOR A CONSULTATION 

Applicant for a consultation (name, address, telephone, e-mail):
Contact person (name, address, telephone, e-mail):

Type of consultation:

 FORMCHECKBOX 
 Free of charge consultation (information provided in frame of the pending application for a marketing authorisation of a veterinary medicinal product) 

 FORMCHECKBOX 
 Free of charge consultation (information in the area of veterinary non-medicinal products) 

 FORMCHECKBOX 
 Free of charge consultation (information in the area of veterinary technical devices) 

 FORMCHECKBOX 
 Paid consultation ((information provided before the start of the marketing authorisation procedure not related to the pending application). 

Proposed date:

Expected time schedule: 

Language to be used during the consultation: 

 FORMCHECKBOX 
 Czech 

 FORMCHECKBOX 
 English 

Draft topic(s) to be addressed during the consultation: 
Date and signature of the applicant:

	Tel: +420-541 518 211
	Fax: +420-541 210 026

	E-mail: uskvbl@uskvbl.cz; dusek@uskvbl.cz
	URL: www.uskvbl.cz

	Bank: ČNB Brno-město, Rooseveltova, 18, Brno, Postal Code: 631 32

	Account number – general account: 31229641/0710
	Account number– refundation of costs: 35-31229641/0710


Annex 2
Ústav pro státní kontrolu veterinárních biopreparátů a léčiv

Institute for State Control of Veterinary Biologicals and Medicines
Hudcova 56a, Brno-Medlánky

Postal Code: 621 00, Czech Republic

CONSULTATION RECORD 
The applicant for a consultation: 

Date of the consultation: 

Time frame of the consultation: 

Persons present at the consultation: 

- on behalf of the applicant: 

- on behalf of the Institute: 

Type of the Consultation: 

 FORMCHECKBOX 
 paid 

 FORMCHECKBOX 
 free of charge 
Topics addressed during the consultation and written summary of the conclusions for relevant topics: 

Drafted on behalf of the applicant by: 

Name:

Date:

Signature: 
On behalf of the Institute confirmed by: 

Name:

Date: 

Signature:

	Tel: +420-541 518 211
	Fax: +420-541 210 026

	E-mail: uskvbl@uskvbl.cz; dusek@uskvbl.cz
	URL: www.uskvbl.cz

	Bank: ČNB Brno-město, Rooseveltova, 18, Brno, Postal Code: 631 32

	Account number – general account: 31229641/0710
	Account number– refundation of costs: 35-31229641/0710


