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As anyone working in regulatory affairs will be aware, the regulatory environment is ever-changing. Updating and maintaining relevant

knowledge is a constant need for all in the animal health industry. Cyton Biosciences' regulatory and communications executive Pascale

Canning provides a brief review of some key developments in EU animal health regulatory affairs that took place over the last year.

Clearly, the biggest veterinary regulatory news of 2019 was the publication of the new Veterinary
Regulation (Regulation EU 2019/6).

Coming into effect in January 2022, this regulation means a signi�cant break (for industry and for the
regulators) from many regulatory activities that have remained largely the same for nearly 20 years.

In May 2019, the European Medicines Agency's Innovation Task Force (ITF) announced companies and
researchers developing critical antibacterial or antifungal products can now make use of the expertise
within the ITF to help guide the development process for their therapy.

The ITF is intended to facilitate dialogue between EU regulators and developers of innovative emerging
therapies, methods and technologies, during the early stages of research and development.  Meetings
with and assistance from the ITF were formerly only available for those developing novel therapies in
areas such as gene and stem cell technology.
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Read the full article here ❯

The new veterinary
medicines regulation: What
we know and what we don't
By Dr Karolina Bate

28 Jan 2019

Dr Karolina Bate, managing director at Cyton

Biosciences casts her eye over what will be the biggest

changes to European veterinary regulation this decade.

What has already been decided and what will be subject

to further discussion?

This widening of the ITF's remit is in
recognition of the threat posed by antimicrobial
resistance – in line with the stated aims of the
European Parliament's One Health Action Plan
against antimicrobial resistance – and applies
to developers working in animal health as well
as human health. A re�ection paper from the
European Medicines Agency's Committee for
Medicinal Products for Veterinary Use (CVMP)
on promoting the authorisation of alternatives
to antimicrobials in the EU was published in
October, and comments are invited until April
2020.

A key source of EU regulatory guidance and
reference information for companies working in
both the human and veterinary medicines
industries is the Notice to Applicants (NtA),
published by the European Commission
(veterinary medicines are addressed in Volume
6). Parts of the NtA have been updated in the
last couple of years – although some sections, current until now, had publication dates from the early
2000s. There was much information in parts of the NtA that was out of date, so the revisions issued in
2019 are therefore very welcome.

Volume 6A Chapter 1 'Procedures for marketing authorisation' was revised in August 2019. This
important text is a guide to the requirements of the relevant EU legislation (Directive 2001/82/EC)
concerning veterinary medicines, in accessible language. It is a crucial 'baseline' guide to the principles
behind the EU authorisation procedures, as well as a disambiguation of much of the terminology used. 
For many people starting out in European regulatory affairs for veterinary pharma, this is one of the �rst
documents they will refer to.

The updated NtA Volume 6C 'Guideline on the Categorisation of Extension Applications (EA) Versus
Variations Applications (V)' (published May 2019) provides examples to assist marketing authorisation
holders in their approach when introducing changes to their licensed products. Similarly, the practical
information on packaging and labelling for companies marketing their centrally authorised products in
EU member state markets is now current in the Volume 6C guideline 'Guideline on the Packaging
Information of Veterinary Medicinal Products Authorised by the Union' (published August 2019).

In recent years, initiatives have been trialed by EU agencies in an attempt to reduce the administrative
burden to companies that post-marketing activity (or license maintenance) presents – mainly in the area
of variations to marketing authorisations, which can use up huge amounts of time and resources. Several
of these pilot schemes have been successful and have now been formalised. In October, Revision 7 of the
Co-ordination Group for Mutual Recognition and Decentralised procedures – Veterinary (CMDv)
guidance 'Reduction in Administrative Burdens Relating to Variations' was issued, which now includes an
updated list of variation types that have been accepted for super-grouping.
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Some signi�cant, new guidance in the �eld of residues was issued in 2019, from the CVMP in conjunction
with VICH. One guideline (VICH GL 57) provides study design recommendations for marker residue
depletion studies in aquatic species (to establish product withdrawal periods), with the aim of enabling
such residue depletion data to be accepted by the authorities in the EU, US and Japan.

VICH Guideline 36 (R2) aims to establish a 'microbiological acceptable daily intake (ADI)' – in other
words, acceptable residue levels of antimicrobial treatments used in food-producing animals, that will
not adversely affect the gut microbiome of the consumer. Future updates to this guideline are
anticipated as experience is gained in this emerging �eld.

The likely impacts of Brexit also kept industry on its toes in 2019, although of�cial advice concerning
veterinary medicines changed very little over the year.

With the exit of the UK from the EU now in progress, expect more updates from the UK's Veterinary
Medicines Directorate via its Brexit Information Hub webpage – an email update service is also available
for subscription, with noti�cations delivered on a weekly basis.

The new veterinary regulation also foresees several 'Delegated Acts' and 'Implementing Acts' in the
coming months, which will further de�ne aspects of the legal text that have so far been agreed only in
broad terms.

Diligent horizon-scanning will be required by industry to keep abreast of this new information and
consequent regulatory changes.

A more detailed summary from Cyton of the main regulatory highlights in 2019 can be found here.

https://www.cyton.com/en/news/eu-animal-health-2019-regulatory-news-summary

