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Background

• A risk management plan (RMP) is required for the authorisation of 
veterinary medicinal products classified as novel therapies.

• The RMP focuses on risks linked to the specific characteristics of the 
novel therapy, including rare, long-term, or highly specific risks beyond 
routine pharmacovigilance activities.

• It should be provided by the applicant in the initial marketing 
authorisation dossier submission (Part 1a). 

• The proposed RMP will be assessed by the CVMP as part of the overall 
evaluation of the marketing authorisation application, and a summary 
will be published as part of the product’s EPAR.
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Legal basis and rationale
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Guidance to Applicants – Veterinary Medicinal ProductsCommission Delegated Regulation (EU) 2021/805

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024XC01443
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024XC01443
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024XC01443
https://eur-lex.europa.eu/eli/reg_del/2021/805/oj/eng


Benefits and intended outcomes
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• Detection of early or delayed signals of adverse reactions.

• Prevention of clinical consequences of adverse reactions and ensure timely 
treatment.

• Information gain on long-term safety and efficacy of novel therapy 
veterinary medicinal products. 

Risk management plan 
for novel therapy 
veterinary medicinal 
products

CVMP developed guidance with a dedicated,
fit-for-purpose template. 

The RMP focuses on risks linked to the specific characteristics of 
the novel therapy, addressing rare, long-term, or highly specific 
risks beyond routine pharmacovigilance.



Guidance for applicants
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Guidance for applicants: RMP template

• Identification of risks associated with the specific novel therapy VMP, 
confirmed and potential, based on the available data and its intrinsic 
characteristics.

• Discuss clinical consequences, early signals of adverse events that may 
occur, delayed adverse events that may occur, and the monitoring of long-
term safety and efficacy.

• Discuss the methodology used to capture these events and assess whether 
they are adequately monitored through standard pharmacovigilance (PhV) 
activities.

• If additional PhV activities or risk minimisation measures are 
needed, provide justification for their inclusion in the risk management 
plan.

• If no additional measures are to be applied, justification that the 
standard PhV and risk minimisation activities are sufficient to manage the 
concerns.
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Risk identification for novel therapy VMPs

Preclinical and 
clinical data 

available for the 
product

Product 
composition, 
including the 

use of biological 
or other 
complex 
materials 

Manufacturing 
process

Mode of action Administration
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Some points for considerations

• Have the correct classification for your veterinary medicinal product.

• Be concise when listing identified or potential risks.

• Ensure all information is scientific and non-promotional.

• Template is non-exhaustive and intended as flexible guidance.

• Requirements should be adapted to the specific product.

• Focus on risks that are rare, long-term, or highly specific to the category of 
novel therapy, as standard pharmacovigilance already covers continuous 
monitoring of the VMP.
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Thank you

Follow us

Send a question to the European Medicines Agency

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-medicines-agency
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