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Context

• VMPs for food producing animals: pharmacologically active substances need to be allowed regarding 

MRLs (except  “active principles of biological origin intended to produce active or passive immunity or to diagnose a state of 

immunity, used in immunological VMPs” as stated in 1(2)(a) of Regulation 470/2009)

• The standard MRL procedure has been used for both ‘chemical’ and biological (non-immunological) 

substances: Table 1 of Annex to Regulation 37/2010 includes biological substances.

 However, there was a need for a lighter procedure to be used for some biological substances
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Ways to address the MRL status
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Legal basis: Regulation 2018/782 (I.6 and I.7 of Annex I)
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I.7.
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List on EMA website

[…]
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List on EMA website
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Administrative process in place

• Applicant to notify EMA that they intend to apply

• Application: report and supporting documents explaining the scientific basis of the request, along the 

points in I.7 of Annex I to Regulation 2018/782

• Fee established (see Explanatory note on general fees payable to the European Medicines Agency)

• Evaluation by CVMP in 60 days /90 days (if LoQ) timetable

• Where CVMP concludes that no MRL evaluation is necessary:

o Opportunity for applicant to comment re CCI on the wording to be published (entry in the list, 
summary of assessment)

o Publication of the updated list of biological substances and of the summary of assessment
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Next steps: towards a scientific guideline

• “Guideline on determination of the need for an MRL evaluation for biological substances”

• Objectives of the guideline

o Provide a structured approach on how to determine the need for an MRL evaluation for these 
biological substances

o Clarify some terms (e.g. chemical-like/unlike)

• Concept paper: public consultation completed 15 July - 30 September 2021

• Guideline: currently under development, public consultation on the draft guideline planned in January –

April 2022
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EMA webpage on MRLs
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Conclusion

• New procedure, lighter than full MRL evaluation (dossier, timetable), better fit than standard MRL 

procedure to some biological substances. No impact on immunological active substances (still exempt).

• Administrative process in place

• First assessments completed

• Information available on EMA website

• Scientific guideline under development
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Any questions?

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News
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