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Cyton Biosciences  

About Cyton  

Cyton is a full-service consultancy providing specialist support in regulatory affairs and 
multidisciplinary product development for the animal health industry. We have offices in 
Bristol, UK and Mannheim, Germany.  
 
Cyton's expertise covers veterinary medicines (pharmaceuticals and immunologicals / 
vaccines), feed additives and borderline products. Our extensive experience covers all major 
species (dogs, cats, cattle, sheep, pigs, chickens, salmon) and a huge range of minor species 
(including horses, turkeys, rabbits and foxes).  
 
Our team includes experts in chemistry, manufacturing and controls (CMC) for your quality 
projects, toxicologists for your safety projects and veterinarians for your clinical projects. In 
addition, with our separate, dedicated regulatory procedures team, you can be sure that all of 
your regulatory submissions will run smoothly.  
 

Regulatory Intelligence  

As a leading consultancy for veterinary medicines regulatory affairs in Europe, Cyton invests 
heavily in keeping our expertise up to date. To help our clients remain informed, we also 
regularly write in industry publications such as AnimalPharm, Regulatory Rapporteur and the 
International Animal Health Journal.  
 
As well as Cyton’s news feeds on our website, on Twitter and on LinkedIn, we work with 
TOPRA to provide their monthly VetMed Update service. This is a summary of the 
regulatory updates for veterinary medicines in Europe, sent out by email to all TOPRA 
members who are involved in the animal health sector.  
 
Cyton’s commitment to regulatory intelligence gives us a complete picture of everything 
which is happening both at the European Medicines Agency and all the national regulators 
across Europe.  
 

About this report  

Just in case you missed anything important, this summary document provides an overview of 
the major developments in regulatory affairs for veterinary medicines which were published 
by the European regulatory network in 2019. 
 
Note that some of the items linked here may since have been updated. All links are functional 
at the time of issue of this summary, however functionality cannot be guaranteed in the future 
as this document will not be revised. 
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Procedural Guidance Updates 

Invented 
names The Q&A related to the changing the invented name of a CAP were updated in June 2019. 

Agency 
Contact details 
 

The links to national websites/contact points for pre-submission phase in the Decentralised Procedure were updated and 
issued by the CMDv in January 2019. 
 
The procedural contact points for various departments within the agencies were updated in March 2019. 
 
The Member State contact addresses for linguistic review in the Centralised Procedure were updated with new contact 
details from Croatia: Contact points for translation review updated in May 2019 

eAF 

The most recent versions of the electronic application forms, for MAA, renewal and variations, were released in October 
2019, to fix various bugs. These forms can be found on the main eSubmissions website.  The newest versions should be 
used for all new procedures, however the version of forms used should not be changed during an ongoing procedure. 
 
An updated version of the Q&A on PDF/A format was published in July 2019, and available on the veterinary page of 
the esubmissions website.  This includes several new as well as revised Q&A. 
Mandatory use of the PDF/A format in VneeS will be live from early 2022. However, it is strongly recommended to 
create any new documents as PDF/A as soon as possible, to avoid the need for conversion of legacy files required for  
future submissions. 

EMA’s 
eSubmission 
Gateway 

A new version of the EMA’s eSubmission Gateway XML delivery file user interface was released in November 2019 
(linked from the eSubs website). This release of the delivery file UI introduces fields from the Formatted Table Template 
into the delivery file.  With effect from 1 January 2020, the Formatted Table Template will no longer be required as a 
part of the submission cover letter. 

https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-changing-invented-name-centrally-authorised-medicinal-product
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Applications_for_Marketing_Authorisation/GUI-039-00_Link_to_nat_databases.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_Contact_Points/Address_for_delivery_and_Contact_Points_2.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/member-states-contact-points-translations-review_en.pdf
http://esubmission.ema.europa.eu/eaf/index.html
http://esubmission.ema.europa.eu/tiges/vetesub.htm
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Procedural Guidance Updates 

Notice to 
Applicants  
Volume 6 

After many years of waiting, content of the veterinary volumes of the Notice to Applicants has been updated, bringing 
the guidance in line with the latest experience. Specifically, the following sections of the NTA have been updated in 
2019: 

• Volume 6A Procedures for Marketing Authorisation; CHAPTER 1 Marketing Authorisation. 
• Volume 6C Regulatory Guidelines; Guideline on the categorisation of extension applications (EU) versus 

variations applications. 
• Volume 6C Regulatory Guidelines; Guideline on the packaging information of veterinary medicinal products 

authorised by the union. 
Confidentiality The CMDv’s Best Practice Guides for the veterinary Decentralised and Mutual Recognition procedures were updated in 

September 2019 with  a new paragraph on handling confidential information. 
Generic 
applications 

The guidance for exchange of documentation between the Competent Authorities, relating to the reference product, was 
updated in March 2019. 

Article 34 
Referral 

The CMDv document 'Recommendation for Mutual Recognition Procedure after finalisation of an article 34 referral 
procedure with a positive decision by the EC' was updated in March 2019. 

Labelling • The Packaging ‘blue-box’ requirements in NP/MRP/DCP/CP were updated December 2018; 
• The Volume 6C Guideline on the packaging information of VMP authorised by the union was updated in August 

2019; 
• The EMA’s Q&A related to mock-ups were updated in June 2019. 

 

 

https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-6/vol6a_chap1_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-6/c/v6c_ea_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-6/c/v6c_packaging_veterinary_en.pdf
https://www.hma.eu/575.html
https://www.hma.eu/574.html
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Referrals/REC-001-02_Recommendation_for_MRP_after_finalisation_of_an_Art_34_referral.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/GUI-027-05_Packaging_blue-box_requirements.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-6/c/v6c_packaging_veterinary_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/marketing-authorisation/product-information/qa-mock-ups
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Variations 

Variations:  
Q & A 

The EMA’s Q&A related to post-authorisation activities were updated in June 2019: 
 

• Q&A Post authorisation measures 
• Type-IA variations: questions and answers | European Medicines Agency 
• Type-IB variations: questions and answers | European Medicines Agency  
• Q&A: Type II variations | European Medicines Agency 
• Q&A: Type II variations vs Extension applications | European Medicines Agency 
• Q&A: Extension applications | European Medicines Agency 
• Q&A: Grouping of variations | European Medicines Agency 
• Q&A: Worksharing of variations | European Medicines Agency 
• Q&A: Post-authorisation measures (recommendations, conditions and specific obligations) | European Medicines 

Agency 
• Q&A: Renewals | European Medicines Agency 
• Q&A: Transparency | European Medicines Agency 
• Q&A: Application of the so-called 'sunset clause' to centrally authorised veterinary medicinal products | European 

Medicines Agency 
• Q&A: Other | European Medicines Agency 
• Q&A - List for the submission of variations (3.14) updated September 2019. 

 
 

https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-transfer
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-post-authorisation-measures-recommendations-conditions-specific-obligations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/type-ia-variations-questions-answers
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/qa-type-ii-variations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/type-ii-variations/qa-type-ii-variations-vs-extension-applications
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-extension-applications
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/qa-grouping-variations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/variations/qa-worksharing-variations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-post-authorisation-measures-recommendations-conditions-specific-obligations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-post-authorisation-measures-recommendations-conditions-specific-obligations
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-renewals
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-transparency
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-application-so-called-sunset-clause-centrally-authorised-veterinary-medicinal-products
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-application-so-called-sunset-clause-centrally-authorised-veterinary-medicinal-products
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/post-authorisation-procedural-qa/qa-other
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev54_09_2019_clean_-_QA_on_Variations.pdf
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Variations 

Variations: 
general 

The document Format and no. of copies post-authorisation procedures was updated February 2019 
 
The CMDv Best Practice Guide for grouping of variations was also updated in December 2018. 
 
The EMA webpage dedicated to post-authorisation guidance was updated following the anticipated withdrawal of the 
UK from the EU. 
 
The CMDv Best Practice Guide for Type II variations was updated in September 2019 (new paragraph on handling 
confidential information) 
 
The guidance for Marketing Authorisation transfer - National requirements, was updated in March 2019. 
 
A new recommendation for classification of an unforeseen variation (B.I.b.1z- Change in the testing frequency of 
specification parameter, from routine testing to skip or periodic testing) agreed by CMDv, CMDh and EMA was issued 
on 23 September 2019. Details of this and other CMDv/CMDh recommendations can be found on the CMDh website for 
unforeseen variations. 
 
Reduction in Administrative Burdens Relating to Variations was updated in October 2019 with the following: i) it is 
permitted to combine purely National MAs from different Member States within one single application; ii) the examples 
of supergrouping listed in Annex 1 have been complemented. 

 

 
  

https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/GUI-023-015_Format_no._copies_post-authorisation.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG-016-02_Variation_grouping.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG-006-07_Type_II.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/GUI-031-05_Guidance_for_marketing_authorisation_transfer.pdf
https://www.hma.eu/293.html
https://www.hma.eu/293.html
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Publications/Information_release/Information_Release_-_Rev.7_11.10.2019_-_Reduction_in_Administrative_Burdens_Relating_to_Variations.pdf
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Quality / CMC 

ASMF A joint Q&A document from the CMDh, CMDv and EMA on the Active Substance Master File (ASMF) was 
published in February 2019. 

Variations A revised version of the CMDv-CMDh joint Q&A for the Submission of Variations According to Commission 
Regulation (EC) 1234/2008, was published in September 2019. 
 

QP declaration Revision 5 of the joint CMDh-CMDv Q&A on QP declaration was published in December 2018. 
 

Peptone Peptone is considered to be a critical raw material, whose origin (animal or vegetable) and source (supplier name and 
address) should be specified in any Active Substance Master File (ASMF), Certificate of Suitability (CEP) and where 
relevant Marketing Authorisation (MA) dossiers. 
 
Consequently, if there is any change to the registered information, the change should be sought by appropriate 
variation (CEP or MA) and for transparency and to ensure relevant responsibilities are adhered to, the change should 
be immediately communicated to any finished product manufacturer who uses the material. 
 
If fish peptone is used in the fermentation process there is a potential serious risk to public health if it is contaminated 
with high levels of histamine. In order to reduce the risk to public health it is important that the finished product 
manufacturer is aware that fish peptone has been used in the manufacturing process and that histamine is also a 
specified impurity in the active substance which is controlled to an acceptable limit. 
 
A new Quality Q&A was added to the EMA website in August 2019 regarding the use of peptones in the manufacture 
of active substance. 

https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_CMDv_280_2012_Rev.10_02_2019_Clean_-_Q_A_o_ASMF.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev54_09_2019_clean_-_QA_on_Variations.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_340_2015_Rev.5_12_2018_clean_QA_on_QP_Declaration.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/qa-quality/quality-medicines-questions-answers-part-1#use-of-peptones-in-the-manufacture-of-active-substance---new-august-2019-section
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Quality / CMC 

VICH GL58 The Committee adopted the new guideline VICH GL58 on stability testing of new veterinary drug substances 
and medicinal products in Climatic Zones III and IV for implementation at step 7 following sign-off by the VICH 
Steering Committee. 

 

 
  

https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/en/vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones-iii-iv
https://www.ema.europa.eu/en/glossary/medicinal-product
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Antimicrobial Resistance 

Antimicrobial 
Resistance (AMR) 
 

The EMA Innovation Task Force (ITF) is now available to assist those developing critical antibacterial or antifungal 
products, intended for applications in human and/or animal health. ITF meetings are free of charge. See the EMA 
notification published in May 2019. 
 
The scientific advice on preliminary risk profiling for new antimicrobial VMPs was adopted by CVMP and CHMP in 
June following a public consultation. 
 
The EMA published the latest data from the European Surveillance of Veterinary Antimicrobial Consumption 
(ESVAC) project, which show a 32% reduction in sales of veterinary antibiotics in the EU between 2011 and 2017.  
A report on specific requirements for the collection of data on antimicrobial medicinal product was published in 
August 2019. 
 
The CVMP adopted for consultation a reflection paper on ‘Promoting the authorisation of alternatives to 
antimicrobials in the EU’ in October 2019.  The consultation runs until April 2020. 
 
Following the mandate from the European Commission, the EMA has published in October 2019 its advice on the 
criteria for the designation of antimicrobials to be reserved for the treatment of certain infections in humans. 
There is an open call for data, in the form of a questionnaire on cascade use of antimicrobials in animals and any 
scientific evidence of an impact on public and animal health. This relates to the implementation of the NVR, 
specifically Article 107(6) which makes provisions for a list of antimicrobials that may not be used under the cascade, 
or may only be used subject to certain conditions. 
 
The CVMP has adopted for consultation the Antimicrobial Advice ad hoc Expert Group (AMEG) update of the 
scientific advice on the categorisation of antibiotics in the EU. Consultation runs until April 2020. 
 

https://www.ema.europa.eu/en/news/ema-facilitates-early-engagement-medicine-developers-combat-antimicrobial-resistance
https://www.ema.europa.eu/en/news/ema-facilitates-early-engagement-medicine-developers-combat-antimicrobial-resistance
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en-0.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/european-surveillance-veterinary-antimicrobial-consumption-esvac
https://ec.europa.eu/food/sites/food/files/animals/docs/ah_vet-med_imp-reg-2019-06_ema-advice_art-57-3.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/cvmp-reflection-paper-promoting-authorisation-alternatives-antimicrobials-eu_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/advice-implementing-measures-under-article-374-regulation-eu-2019/6-veterinary-medicinal-products-criteria-designation-antimicrobials-be-reserved-treatment-certain_en.pdf
https://www.ema.europa.eu/en/documents/other/open-call-data-use-antimicrobials-animals_en.pdf
https://www.ema.europa.eu/en/documents/other/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en.pdf
https://www.ema.europa.eu/en/documents/other/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en.pdf
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Antimicrobial Resistance 

Antimicrobial 
Resistance (AMR) 
 

The CVMP concluded the Article 35 referral for VMPs containing tylosin presented as solutions for injection for 
intramuscular use in pigs. The Committee agreed that the maximum injection volume per site and the withdrawal 
periods for pig meat and offal should be amended to provide assurance for consumer safety. Full details are available 
on the EMA website. 

 

 
  

https://www.ema.europa.eu/en/medicines/veterinary/referrals/veterinary-medicinal-products-containing-tylosin-presented-solution-injection-be-administered-sheep
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Residues, Pharmacovigilance, Vaccines, MUMS & Novel Therapies 

Residues VICH GL57: Studies to evaluate the metabolism and residue kinetics of veterinary drugs in food-producing species: 
marker residue depletion studies to establish product withdrawal periods in aquatic species was adopted in March 
2019, coming into effect in February 2020. 

VICH GL36 (R2) Studies to evaluate the safety of residues of veterinary drugs in human food: general approach to 
establish a microbiological ADI was published in March 2019. 

Vaccines 
 

The CVMP adopted for consultation the draft guideline VICH GL59 on harmonisation of criteria to waive laboratory 
animal batch safety testing for vaccines for veterinary use. The period of public consultation runs until April 2020. 

MUMS The CVMP adopted a concept paper for the revision of scientific guidelines on MUMS/limited markets for veterinary 
medicinal products (EMA/CVMP/538961/2019) for a period of public consultation in order to take into account the 
new provisions concerning limited markets in Regulation (EU) 2019/6.  The consultation period ends in January 2020. 

Pharmacovigilance In February 2019, the CVMP adopted the latest public bulletin on veterinary pharmacovigilance, summarising the 
Agency’s activities regarding PV for 2018. Also published by the EMA in February was a new Q&A page regarding 
veterinary pharmacovigilance inspections, providing practical guidance for Marketing Authorisation Holders. 

The best practice guide on handling PSURs in EU PSUR worksharing is available on the CMDv webpage. 
The PSUR-algorithm was published in January 2019 (Excel spreadsheet). 

An updated list of contact details for the national competent authorities (NCAs) for PSUR submission was published in 
July. 

Novel Therapies A Q&A document on allogeneic stem cell-based products - extraneous agents was published in June 2019. 
A Q&A document on allogeneic stem cell-based products - sterility was also published in June. 

 

  

https://www.ema.europa.eu/en/documents/scientific-guideline/vich-gl57-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-species_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/vich-gl36r2-studies-evaluate-safety-residues-veterinary-drugs-human-food-general-approach-establish_en.pdf
https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/en/vich-gl59-harmonisation-criteria-waive-laboratory-animal-batch-safety-testing-vaccines-veterinary
https://www.ema.europa.eu/en/concept-paper-revision-scientific-guidelines-limited-market-veterinary-medicinal-products
https://www.ema.europa.eu/en/veterinary-regulatory/post-authorisation/pharmacovigilance/public-bulletins-veterinary-pharmacovigilance
https://www.ema.europa.eu/en/veterinary-regulatory/marketing-authorisation/compliance/pharmacovigilance-inspection-procedures/veterinary-pharmacovigilance-inspections-qas
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Pharmacovigilance/BPG-020_Handling_of_PSURs_in_EU_PSUR_Worksharing.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Pharmacovigilance/PSUR-algorithm.xlsx
https://www.ema.europa.eu/en/documents/sop/standard-operating-procedure-management-periodic-safety-update-reports-psurs-centrally-authorised_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-allogenic-stem-cell-based-products-veterinary-use-specific-questions-extraneous_en-0.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-allogeneic-stem-cell-based-products-veterinary-use-specific-questions-sterility_en.pdf
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New Veterinary Regulation 

The European Parliament and the European Council adopted Regulation (EU) 2019/6 in December 2018. The new Veterinary Regulation was 
published in the Official Journal of the European Union on 7 January 2019. 
It will become applicable on 28 January 2022. 
 
The European Commission has started to publish its mandates to the EMA for the implementing and delegated acts. At the time of writing, 
mandates for four of the seven delegated acts and eight of the 18 implementing acts have been issued. 
 
The EMA provided the first of its advice to the European Commission regarding the implementation of Regulation (EU) 2019/6. Specifically, 
advice has now been given by the EMA on the following implementing and delegated acts: 
 

Delegated Acts 

• Requirements for the collection of data on antimicrobial medicinal products used in animals (Link) 
• Amendments to Annex II, detailing the technical requirements for a full dossier for a marketing authorisation and the specific 

requirements for particular types of products (Link) 

Implementing Acts 

• Necessary measures and practical arrangements for the Union database on veterinary medicinal products (Link) 
• Scientific recommendations for the list of variations not requiring assessment (Link) 

In October, the EMA launched a new webpage outlining the schedule for publication of the EMA recommendations on the implementing and 
delegated acts of the NVR, and showing the progress. 
 
 

 

http://eur-lex.europa.eu/eli/reg/2019/6/oj
https://ec.europa.eu/food/animals/health/veterinary-medicines-and-medicated-feed/imp-regs-2019_en
https://ec.europa.eu/food/sites/food/files/animals/docs/ah_vet-med_imp-reg-2019-06_ema-advice_art-57-3.pdf
https://ec.europa.eu/food/sites/food/files/animals/docs/ah_vet-med_imp-reg-2019-06_ema-advice_art-146-2.pdf
https://ec.europa.eu/food/sites/food/files/animals/docs/ah_vet-med_imp-reg-2019-06_ema-advice_art-55-3.pdf
https://ec.europa.eu/food/sites/food/files/animals/docs/ah_vet-med_imp-reg-2019-06_ema-advice_art-60-1.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
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National Agency News 

Belgium: 
Labelling 

New national rules for the harmonisation of SPC, labelling and package leaflet are in place from 1 May 2019, relating to 
the multiple languages required for Belgian labelling that may be shared with other territories. 

Belgium: 
Illicit 
manufacturing 

Application of EU legislation on trade of drug precursors (i.e. substances frequently used in the illicit manufacture of 
narcotic drugs and psychotropic substances) will be impacted by Brexit. and pharmaceutical companies using such 
substances in the manufacture of VMPs will need to take action, according to the Belgian Agency. 

Belgium: 
Fees The AFMPS is replacing the system of advance fee payments with invoicing for some activities. 

Finland: 
Fees An updated Decree on fees chargeable by FIMEA was published, in effect from 1 May 2019. 

Denmark: 
Labelling 

The Danish Medical Agency is urging Marketing Authorisation Holders to be mindful of the accuracy of their package 
leaflet uploads after a randomised review of leaflet uploads (Danish language only) to the DKMAnet portal found that 
more than 1 in 10 were erroneous in some way. 

France: 
France as RMS 

The French Agency requires any applicant intending to submit a Marketing Authorisation Application for a veterinary 
medicinal product using the Decentralised procedure, with France acting as RMS, to inform the ANSES-ANMV at least 
two months in advance of the planned submission date. A request form should be completed and emailed to the licensing 
department. 

France: 
New address 

The French Agency for Veterinary Medicinal Products (ANMV) inaugurated its new building in May. 
The new address and directions are available on the ANSES website. 

France: 
Permethrin 

In the context of the veterinary drug monitoring plan that ANSES has implemented via the French Agency for 
Veterinary Medicinal Products, serious and lethal adverse reactions in cats treated with topical parasiticides containing 
permethrin intended for treating dogs are regularly reported. ANSES reminds cat owners to never use permethrin-based 
VMPs on their cats, and provides some recommendations to avoid cat permethrin poisonings. 

https://www.famhp.be/en/news/medicines_for_veterinary_use_new_belgian_rules_from_1_may_2019_for_the_harmonisation_of_spc
https://www.famhp.be/en/news/brexit_application_of_european_drug_precursors_legislation
http://topra.informz.ca/z/cjUucD9taT0xMDk4Nzc0JnA9MSZ1PTkxMDU3NTgzNSZsaT0xNTA2ODI2Ng/index.html
http://topra.informz.ca/z/cjUucD9taT0xMDg4ODM5JnA9MSZ1PTkxMDU3NTgzNSZsaT0xNDcwOTUwMg/index.html
http://topra.informz.ca/z/cjUucD9taT0xMDg4ODM5JnA9MSZ1PTkxMDU3NTgzNSZsaT0xNDcwOTUwMA/index.html
https://www.anses.fr/en/content/intent-submit-marketing-authorisation-application-veterinary-medicinal-product-using
https://www.anses.fr/en/content/ansess-french-agency-veterinary-medicinal-products-inaugurates-its-new-building-0
https://www.anses.fr/fr/system/files/FR-plan-acc%C3%A8s-14.pdf
https://www.anses.fr/en/content/no-permethrin-cats
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National Agency News 

France: 
Borderline 
products 

New guidance was published on the classification of borderline products, with a dedicated contact email (French 
language only). 

France: 
Cannabidiol 

A reminder was issued that cannabidiol (CBD) is prohibited for sale in France, including as a substance in veterinary 
medicines. 

Iceland: 
EDQM 

New Icelandic translations of standard names for pharmaceutical formulations, packages and routes of administration of 
medicines from the European Pharmacopoeia (EDQM) have been approved and placed in the EDQM database. 

Ireland: 
SPC variations 

From 2/10/2019, where a variation results in an update to an SPC, the SPC will no longer be emailed to the applicant. 
Instead the applicant will receive an automatic notice and the SPC will be available on the HPRA website. See HPRA 
newsletter. 

Ireland: 
New National 
Applications 

A pre-submission request form should be submitted for national applications. 

Ireland: 
Classification HPRA updated its guidance on the definition and classification process for animal remedies in November 2019. 

Italy: 
Legal decrees 
online 

The Italian Ministry of Health has announced that legal acts for authorisation of VMPs will no longer be available in the 
Official Journal and will now be available online. 

Portugal: 
Labelling 

The Portuguese agency DGAV issued a clarification regarding labelling of VMPs. Braille on the secondary packaging of 
VMPs is not a requirement in Portugal, but in the case of bilingual packaging with Spanish, where certain information 
must be shown in Braille, the corresponding Portuguese text must also be shown in Braille. 

https://www.anses.fr/fr/content/qualification-juridique-des-produits-dits-fronti%C3%A8res
http://topra.informz.ca/z/cjUucD9taT0xMDk4Nzc0JnA9MSZ1PTkxMDU3NTgzNSZsaT0xNTA2ODI2OQ/index.html
http://www.hpra.ie/docs/default-source/publications-forms/newsletters/hpra-medicinal-products---issue-number-63.pdf?sfvrsn=7
http://www.hpra.ie/docs/default-source/publications-forms/newsletters/hpra-medicinal-products---issue-number-63.pdf?sfvrsn=7
http://www.hpra.ie/homepage/veterinary/regulatory-information/medicines-authorisation/new-product
https://www.hpra.ie/homepage/about-us/publications-forms/guidance-documents/item?id=f260f925-9782-6eee-9b55-ff00008c97d0&t=/docs/default-source/publications-forms/guidance-documents/adv-g0002-guide-to-definition-of-an-animal-remedy-and-the-classification-process-v8
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National Agency News 

Spain: 
Labelling 

Circular No.1 of 2019 (Spanish only) from the AEMPS highlights the national legislation in Spain which provides for 
inclusion of Braille on the packaging of certain VMPs destined for use in companion animals. The rules will apply to 
products receiving approval from 2020 onwards. Products to be administered only by veterinarians or via injection are 
exempt.  

United Kingdom: 
Advertising 

The guidance to advertise veterinary medicines legally was updated in June 2019. 
 

United Kingdom: 
Disposal of  
Controlled drugs 

A summary of responses to survey of vets on issues relating to the use and disposal of controlled drugs to better 
understand the issues they face in complying with their legal obligations was published in May 2019. 

The guidance on recording, using, storing and disposing of controlled drugs was updated in October 2019. 

United Kingdom: 
Use of Cascade The guidance for prescribing vets on use of the cascade was updated in June 2019. 

United Kingdom: 
AMR 

Information and resources on the UK’s plans to see antimicrobial resistance contained and controlled by 2040 were 
updated in July 2019 

United Kingdom: 
General info 

The VMD updated their information on national authorisation application timetables for VMPs, in use from 1 April 
2019 (last updated in August): 

 
  

https://www.aemps.gob.es/informa/circulares/medicamentosVeterinarios/2019/docs/Circular-1_2019-Inclusion-BRAILLE-Med-Vet.pdf
https://www.gov.uk/guidance/advertise-veterinary-medicines-legally
https://www.gov.uk/government/news/vmd-survey-of-controlled-drugs-disposal-2018-summary-of-responses
https://www.gov.uk/guidance/controlled-drugs-recording-using-storing-and-disposal
https://www.gov.uk/guidance/the-cascade-prescribing-unauthorised-medicines
https://www.gov.uk/government/collections/antimicrobial-resistance-amr-information-and-resources
https://www.gov.uk/government/news/veterinary-medicines-national-authorisation-application-timetables-from-1-april
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Brexit 

Batch testing The European Commission issued updated advice to Marketing Authorisation Holders, regarding batch testing, clarifying 
that complete transfer of activities to the EU27/EEA must be complete before the end of 2019. 

CMDv 
procedural 
guidance 

Information and guidance from the CMDv relating to Brexit can be found on the HMA/CMDv’s dedicated page. 
 

• CMDv procedure guidance was updated in July 2019. 
• The Notice to stakeholders on the withdrawal of the UK and EU rules for national authorsed VMP was updated 

February 2019. 
• The Questions and Answers related to the United Kingdom's withdrawal from the European Union with regard to 

national authorised medicinal products for veterinary use were updated February 2019. 
• The practical guidance for procedures related to Brexit for veterinary medicinal products approved via MR/DC 

procedures was updated March 2019. 

HPRA 

Ireland's HPRA issued Brexit Guidance - update of 26 April 2019 which takes into consideration the latest Q&A from the 
European Commission relating to batch testing rules, and also addresses queries raised by stakeholders at the most recent 
Brexit information event that was held by the HPRA. 
The HPRA issued further information for Marketing Authorisation Holders, “Brexit Regulatory and Supply Preparedness 
– Veterinary Medicines”. The page also provides a link to their Brexit preparedness checklist, available to view and 
download. 

VMD 

• The VMD created a VMD EU Exit Information Hub in accessible format; 
• The VMD posted an update on veterinary medicine supply in a no deal EU Exit in March; 
• Guidance for industry in using the VMD’s veterinary medicines digital service has been provided since March 

2019. 

 
 

https://ec.europa.eu/health/sites/health/files/20190725_news_en.pdf
https://www.hma.eu/542.html
http://topra.informz.ca/z/cjUucD9taT0xMDg4ODM5JnA9MSZ1PTkxMDU3NTgzNSZsaT0xNDcwOTUxMg/index.html
http://www.hpra.ie/homepage/veterinary/veterinary-news-events/item?t=/marketing-authorisation-holders---brexit-regulatory-and-supply-preparedness-veterinary-medicines&id=5d570c26-9782-6eee-9b55-ff00008c97d0
https://www.gov.uk/government/collections/vmd-eu-exit-information-hub-accessible-format
https://www.gov.uk/government/news/update-on-veterinary-medicine-supply-in-a-no-deal-eu-exit
https://www.gov.uk/guidance/veterinary-medicines-digital-service
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