
12 July 2010: EFSA TECHNICAL MEETING WITH EUROPABIO STATISTICS WORKING 
GROUP AND EXPERTS FROM THE EFSA GMO PANEL 

 
Clarifications on the statistical approach proposed in the GMO Panel Opinion on “Statistical 
considerations for the safety evaluation of GMOs”. 
 
Background 
In 2009 the EFSA GMO Panel adopted an opinion1 on ‘Statistical considerations for the safety 
evaluation of GMOs’ in order to provide more detailed guidance on the design of field trials and the 
statistical analysis of compositional data for the food and feed risk assessment and molecular 
characterization of GM plants. In particular this opinion describes 1) the minimum requirements for the 
experimental design of field trials (such as the number of replicates per site, the number of sites, and 
the inclusion of reference varieties), in order to ensure sufficient statistical power and reliable 
estimation of natural variability; 2) the mandatory guidelines for the use of statistical mixed models 
and recommendations for specific tests for the analysis of compositional, agronomic and phenotypic 
data from field trials carried out for the risk assessment of GM plants and derived foods/feeds.  
 
A draft document was published on EFSA website from 21 July 2008 until 21 September 2008 for a 2-
month period of public consultation. Following the public consultation, the draft document was revised 
taking into account all the scientific comments that helped enhancing scientific quality and clarity 
(opinion adopted on 21 April 2009; see also EFSA report on the outcome of the public consultation2. 
In autumn 2009 the adopted opinion was found to have an incomplete statistical formula used to 
calculate equivalence limits. In addition to adjusting the statistical formula, the order of the various 
sections of the opinion was revised to improve the logic flow; the updated version of the opinion was 
adopted by the GMO Panel on 2 December 2009. Few months later, EFSA also published the full 
statistical code3 used for the example presented in the opinion. The field trial experimental design and 
the approach for statistical analysis adopted in the opinion will be incorporated in the Commission 
Regulation on ‘Implementing rules concerning applications for authorization of GM food and feed’, 
which will constitute mandatory requirements for the presentation of GMO applications in the EU 
when this Commission Regulation comes into force.  
 
After the public consultation period and the final adoption of the opinion, in a series of 
communications EuropaBio expressed concerns to EFSA with respect to the practical implementation 
of the procedure and some technical aspects of the statistical approach.  
  
Objective of the meeting 
Purpose of the meeting held on 12 July 2010 was to understand the concerns of EuropaBio and to 
clarify the practical implementation and some technical aspects of the new statistical approach for 
compositional analysis of GMO applications.  
 
Concluding remarks 
The Chair of EuropaBio statistics working group gave a presentation illustrating EuropaBio concerns. 
The GMO Panel experts exchanged views with the EuropaBio delegation on these concerns, mainly 
related to the estimation of interaction terms in the statistical model, the design of the field trials and 
the practical implementation of the test of equivalence.  
 
EFSA agreed to provide further assistance to better clarify these issues and in particular has agreed 
to take the following actions: 
1) Detailed guidance on the practical calculations of interaction terms in the statistical model will be 

provided in the frame of the open call for the development of specific software to implement the 

                                                            
1 EFSA (2010). EFSA Scientific Panel on Genetically Modified Organisms; scientific opinion on statistical considerations for the 
safety evaluation of GMOs. The EFSA Journal 1250, 1-59. http://www.efsa.europa.eu/en/scdocs/scdoc/1250.htm 
2 EFSA (2010). Report on the outcome of the public consultation. The EFSA Journal 1250, 1-59.  
http://www.efsa.europa.eu/en/scdocs/scdoc/1250.htm 
3 EFSA (2010). Presentation of the full statistical code used for the example. The EFSA Journal 1250, 1-59. 
http://www.efsa.europa.eu/en/scdocs/scdoc/1250.htm 



statistical procedure adopted by the GMO Panel4. The final objective will be to develop a software 
of general applicability, implementing step-by-step the whole statistical procedure, available free 
of charge on the EFSA website. 

2) EFSA plans to provide specific training on the practical implementation of the statistical approach 
during 2011. A specific module of such training is intended for interested applicants and will focus 
on ways to design experiments, to collect data, and to analyze the results in order to fulfil the 
EFSA GMO Panel requirements and, consequently, should improve the quality of submitted GM 
plant application dossiers.   
 

EuropaBio agreed to provide simulated data to test different possible scenarios. In case appropriate 
data is made available to EFSA, it will be used to provide further clarifications on specific scenarios of 
particular interest to applicants during the foreseen training. 
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4 Launched by EFSA during the summer 2010 (OJ 2010/S 99‐148561) 
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Meeting date: 12 July 2010 

Time: 13:00-17:00 

Venue: First Hotel Malpensa, Somma Lombardo (VA) Italy 

 

 

AGENDA 

1. INTRODUCTION 

- Welcome from the Chair & Tour de table 
- Adoption of the agenda 

 

2. PRESENTATION BY EFSA 

- Presentation of EFSA GMO Panel new statistical approach for compositional 
analysis data in GMO applications  

3. PRESENTATION BY EUROPABIO 
- Description of the issues/problems  related to the statistical approach from 

EuropaBio’s point of view     

4. DISCUSSION  
‐ Technical aspects  
‐ Statistical aspects 

5. CONCLUSIONS AND CLOSING OF MEETING 
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