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Objective  

To provide a consensus approach for the comparative assessment of agronomic 

and phenotypic characteristics for GM plants considering the requirements as set 

out in the Commission Implementing Regulation (EC) No 503/2013 and the 

Codex Alimentarius guidelines. 
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Limited value of agronomic and phenotypic characterization for the 

risk assessment of unintended effects of GM crops does not justify an  

increase of regulatory data requirements beyond Codex Alimentarius 
 

• 20 years of safe use of GM crops 

• Agro-pheno data for comparative assessment is just a complement to molecular, 

compositional and protein expression data for the assessment of unintended 

effects. 

• The potential for unintended effects in the agro-pheno characteristics of GM 

crops is extremely low based on breeding principles and the stringent selection 

process during the development of GM crops.  

• Problem formulation tier is sufficient to inform ERA of familiar crops and 

conclude on lack of persistence and invasiveness 

 
 

 

 

 
 

 
 

Value of agro-pheno data for risk assessment 
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The data required for the risk assessment of GM crops for import 

versus cultivation uses should be appropriately differentiated. 
 

• Environmental exposure of imported GM crops is intrinsically low 

• Focus of import applications is on food/feed safety assessment for which 

agro-pheno characterisation is of very limited value 

• Low  environmental risk (persistence and invasiveness) of domesticated 

crops  

– Low weediness potential and no sexually compatible wild relatives in EU 

(cotton, maize, soybean) 

– Not self-sustaining and genetic barriers that limit potential for 

hybridization (oilseed rape)  
 

 
 

Import versus cultivation uses 
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Evaluation 

Timing  
Endpoint M/V1 Unit 

Growth stages 

(BBCH) 
For import and cultivation 

Pre-maturity 
Early stand count M plants/m2 11-14 

Days to 50% flowering V days 65 

Maturity 

Plant height M cm 80-89 

Days to maturity V days 87-89 

Final stand count M plants/m2 87-99 

Harvest 

Seed moisture M % 99 

Seed weight M g 99 

Yield M t/ha or kg/ha 99 

For cultivation only 

Maturity 
Lodging V % 80-89 

Seed loss M/V #, % or rating 89 

Throughout season 

Plant response to abiotic stress V % or rating 11-99 

Plant response to disease stress V % or rating 11-99 

Plant response to arthropod stress  V % or rating 11-99 

1M: Measurement; V: visual estimation 

Import versus cultivation uses 
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Extensive site diversification addressing all possible combinations 
that define the target growing environment is not necessary (and not 
possible). 
 

• Conclusions of two decades of comparative assessments have shown to be: 

– Highly transportable across diverse testing locations. Therefore, extensive site 

diversification addressing all possible environments for the GM line is not necessary. 

– Highly consistent for a given transgene across different genetic backgrounds and even 

across crops.  Therefore, testing  in a single genetic background is sufficient. 

• No need for de novo characterization of products resulting from breeding stacks 

of events:  

– Given that the individual events of the breeding stack have been previously assessed 
by EFSA and established to pose no risk to humans, animals and the environment. 

– Considering the long history of safety of conventional breeding regarding gene 

stacking where no new unintended, adverse effects are expected. 

 
 

High potential for data transportability 
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• Consistency of quality and purity levels of starting seed for agro-pheno field 

trials with the levels required for commercial cultivation in the regions where 

the trials are conducted: 

– Limited adventitious presence (AP) is unlikely to meaningfully influence the results of 

an agro-pheno evaluation  

– There is no need to test AP for reference varieties as they represent commercially 

sold seed produced according to the standards set for commercially cultivated crops.  

Furthermore AP testing of commercially purchased seed is illegal in some countries. 

• Germplasm and breeding advancements are made for GM lines: 

– GM varieties approved for cultivation should be accepted to be included as part of 

the commercial reference varieties as conventional lines become obsolete. They are 

more representative of what is currently in commercial use. 

• Agro-meteorological data to be provided for the comparative assessment 

limited to those parameters typically recorded in agronomic trials. 

Agronomist and breeders' approaches  
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• Some sites and/or replicates may not produce data of appropriate quality, which 

will necessitate the disregarding of data from some sites, replicates and/or 

individual plots from the data analysis. Given the strength of the overall 

experimental design, loss of a small number of plots or an entire replicate 

should be regarded as acceptable provided they do not undermine the 

scientific integrity of the study.  

 

• In cases where the number of sites capable of producing data of the appropriate 

quality exceeds the number required, applicants may choose to exclude excess 

sites provided the process for deciding which sites to drop is stated in the 

protocol and that the process itself is unbiased.  

 

 

Strength of the experimental design 



History of safe use of GM crops does not justify a further increase of 
regulatory data requirements beyond Codex Alimentarius 
requirements 
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• The data required for the risk assessment of a GM crop for import use versus cultivation 

should be appropriately differentiated. 

• Extensive site diversification addressing all possible combinations that define the target 

growing environment is not necessary (and not possible).  

• Seed quality, sampling and assessment methodology associated with agro-pheno 

endpoints should be based on what is typically done by agronomists and breeders. 

• Acceptance of occasional loss of a small number of plots or an entire replicate provided 

they do not undermine the scientific integrity of the study as a whole.  

• Environmental risk for imported GM grain is intrinsically low.  The Problem Formulation 

tier is sufficient to inform the environmental risk assessment and reach a conclusion 

with high certainty regarding potential persistence and invasiveness. 

Summary 
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Thank you! 


