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The annex intends to collect proposals on possible future developments of the Fertilising Products Regula-

tion. Therefore, the questions raised in the survey need to be precise and reflect the overall aims of the 

regulation given in the introduction. Specifically in relation to risks to human, animal or plant health or the 

environment, we find that some questions are missing, and it is not clear how the answers on the questions 

are going to be used and analysed in the future. If they shall be used for risk assessment, it is important to 

describe which methods that will be used. The answers will evidently be dependent on this. If a clarification 

on this fundamental question was given in the introduction, it would have been easier to comment. Our 

comments are notably related to CMC7 – Microorganisms and the Section C – general descriptions of the 

material/process (here might microorganisms be specifically mentioned). It is unclear whether the ques-

tions are related to strains, species, or broader groups of microorganisms, or whether this is chosen by the 

proposer. Notably if you relate to the groups of microorganisms already mentioned in the regulation. If the 

answers must be precise, they need to be at strain level. 

• Point 4. Identification. Please, provide information on the microorganism’s identification: 1) 

The taxonomic affiliation of the organisms (genus, species, strain) and 2) method used for 

the characterization (genetic, biochemical, phenotypic characterisations). It has addition-

ally to include an analysis of the phylogeny of the microorganism e.g., based on whole 

genome sequencing as asked for in point 11. Any other information about the microorgan-

isms as already asked for in the questionnaire is also needed. 

• Point 5. Production. Also provide information on whether the product only contains one 

specific microorganism or also contains additional unknown or undescribed microorgan-

isms due to the production procedure. 

• Point 8. Plant biostimulation. In addition to field trials showing the biostimulation, a descrip-

tion of the mode of action is needed. Which mechanisms affect the action e.g., release of 

nutrients or plant hormones or development of the rootsystem 

• Point 10. Safety of the organism. Information about possible taxonomic relationships to 

known pathogens (human, husbandry other animals and plants) is also needed.  

• Point 11. Further information. Please provide information on: 

o the identity of residual intermediates, toxins, or microbial metabolites  

o antibiotic resistance of live cells  

o endospore or persister cell formation 

o natural occurrence, survival, and mobility of the organism in the environment 

 

Furthermore, based on the whole genome sequence, describe the organism’s potential for  

o synthesis of toxins, antibiotics, and other metabolites. 

 


