[bookmark: _GoBack]Criteria for fee waivers for veterinary medicinal products authorised by the European Commission (centrally authorised VMPs)
In connection with Decree No. 501/2025 Coll., amending Decree No. 427/2008 Coll., on determining the amount of expense reimbursements for expert activities performed within the remit of the State Institute for Drug Control and the Institute for State Control of Veterinary Biologicals and Medicines, as amended, the schedule of expense reimbursements for expert activities is adjusted with effect from January 2026.
For centrally authorised VMPs, in the framework of the adjustment of the schedule of expense reimbursements for expert activities performed within the remit of the Institute for State Control of Veterinary Biologicals and Medicines, the following criteria are set for the annual flat-rate payment with code U-002 "Annual maintenance fee for pharmacovigilance activities and other tasks associated with the lifecycle of veterinary medicinal products authorised by the European Commission, performed by the Institute for State Control of Veterinary Biologicals and Medicines in accordance with the Regulation on veterinary medicinal products", upon fulfilment of which the payment is not charged:
1. Criteria set pursuant to Section 4, paragraph 10 of Decree No. 427/2008 Coll., as amended
· IVMPs against category A or category B diseases listed in Annex I (including the listed IVMPs intended for the diagnosis of immunity status) and in Annexes VII – XVIII of Commission Delegated Regulation (EU) 2023/361, as amended, supplementing Regulation (EU) 2016/429 of the European Parliament and of the Council as regards rules for the use of certain veterinary medicinal products for the prevention and control of certain listed diseases. 
· IVMPs against other category A or category B diseases (excluding authorised inactivated IVMPs against rabies) and further against category C–E diseases listed in the annex, in the table pursuant to Article 2 of Commission Implementing Regulation (EU) 2018/1882, as amended.
These disease categories also include diseases for which an eradication program or subsequently a disease-free status can be established pursuant to Commission Delegated Regulation (EU) 2020/689, as amended, supplementing Regulation (EU) 2016/429 of the European Parliament and of the Council as regards rules for surveillance, eradication programmes, and disease-free status for certain listed and emerging diseases, i.e., category B or C diseases for which the Czech Republic has disease-free status. Also included are diseases whose use may be restricted, e.g., within the framework of emergency veterinary measures. 
The use of IVMPs against the aforementioned diseases may be legally restricted or prohibited by the State Veterinary Administration. For these reasons, such IVMPs may then be traded irregularly or with limitations in the Czech Republic. However, these are IVMPs against dangerous diseases that require compliance with established rules for their prevention and control, and therefore, to preserve the availability of products against these diseases, the annual flat-rate payment is not charged for such IVMPs.

2. Criteria set pursuant to Section 112 of Act No. 378/2007 Coll., on Pharmaceuticals
a) Marketability
Centrally authorised in the Czech Republic are VMPs intended for target animal species that are not commonly bred or economically utilised in the territory of the Czech Republic, and the disease or its causative agent does not commonly occur here. For this reason, there is no relevant demand for these veterinary medicinal products in the Czech Republic, there is no relevant market, and these products are thus not commonly traded in the Czech Republic (e.g., VMPs for the target species Atlantic salmon). For such VMPs, the Veterinary Institute does not actually perform any activities, and therefore the annual flat-rate payment is not required for such VMPs.
b) Availability
Centrally authorised in the Czech Republic are VMPs whose very limited market results from the very nature of their use. These are veterinary medicinal products intended primarily for the individual treatment of individual animals, which are not used on a wide scale in the conditions of the Czech Republic, and are often chosen for therapy as a last resort. Relief from fee payment is thus based on the criteria set out in Section 112, paragraph 3, letter b) of Act No. 378/2007 Coll., where the need to preserve the availability of these products for specific and individual cases for which their use may be necessary (e.g., stem cell-based immunological VMPs, rare diseases, VMPs authorised for minor animal species) is considered one of the main objectives of VMP regulation and can thus be considered a public interest.
