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Objectives of the Regulation on VMPs



1. “Availability” is a multifaceted issue, involving different actors & matters:

1. Market needs (and market size)

2. Innovation → Authorisation and placing on the market → Distribution and retailing →

Veterinary prescription and use

3. Affordability

4. Unexpected circumstances (e.g. shortages)

2. The VMP Regulation provides for further harmonization at EU level…

3. … but Member States may still develop national rules in some areas (e.g.

retail of VMPs, implementation of the “cascade” articles)

Initial remarks



• Article 39(1)(c) - Protection period of the technical documentation of 18

years specific for VMPs for bees

• Article 23(1) - Possibility for an application for limited market, allowing to

deviate from the safety and efficacy documentation

• [Article 25 - Possibility for an application under exceptional circumstances

related to animal or public health; immediate availability outweighs the risk

the incomplete application].

Regulatory tools to increase availability
Authorisation procedures



• Article 7(2) - Increased possibilities for multilingual-packs; increases the

economical viability to produce batches for smaller markets

• Articles 10, 11 & 12 - Use of uniform pictograms and abbreviations

contribute to the possibilities of multilingual packs (work on-going)

• Article 53 - Subsequent recognition allows for a fast-track authorisation

of an MRP/DCP authorised VMP in other MSs (CMDv is publishing each

year a list of VMPs authorised for bees in all EU MSs)
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Beyond the VMP Regulation - Fee waivers:

• EMA fee regulation for SMEs and Limited markets, both for scientific

advices and applications throughout the centralized procedure

• NCAs may also foresee fee waivers for authorisations of VMPs for bees

(in some MSs there is a “zero-fee” policy)

Regulatory tools to increase availability
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Regulatory tools to increase availability
Wholesale distribution

• Article 58(2) – Obligation of the marketing authorisation holder to ensure

appropriate and continued supplies of its VMPs

• Article 99(3) - Wholesale distribution authorisations shall be valid throughout

the Union.

→ The Union manufacturing and wholesale distribution database (Article

91) will help retailers to identify distributors in the whole EU

• Article 102 - Parallel trade in veterinary medicinal products (only if the

product is authorized in the two Member States)



• Article 113(1) & (2) - possibility to use VMPs from other MSs and from 3rd

countries (if no VMP available in the Union)

→ The Union product database (Article 55) will help vets &

beekeepers to identify products available in the whole EU

Regulatory tools to increase availability
Prescription & use
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• Article 113(1) & (2) - possibility to use VMPs from other MSs and from 3rd

countries (if no VMP available in the Union)

→ The Union product database (Article 55) will help vets &

beekeepers to identify products available in the whole EU

• Article 115(4) - more flexibility for determining an appropriate withdrawal

period for honey compared to the old legislative framework

Regulatory tools to increase availability
Prescription & use



1. “Availability” is a multifaceted issue, so cooperation between

the sector, CAs and other stakeholders is key

2. The VMP Regulation provides for further harmonised rules at

EU level aiming at increasing the availability of VMPs (for

bees)

3. Close cooperation at Member State level remains crucial to

identify and address critical, limiting factors that might be

country-specific

Final remarks



Thank you
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