
 

 
 

             

            

October 25, 2012 

 

 

 

European Food Safety Authority 

Via Carlo Magno 1A 

43126 Parma  

Italy 

 

Re:  Public consultation on the Risk Assessment of Plant Protection Products on Bees 

 

Dear Sir or Madam: 

 

The Center for Regulatory Effectiveness (CRE) is pleased to submit these comments to the 

European Food Safety Authority (EFSA) on its Draft Guidance Document on the Risk 

Assessment of Plant Protection Products on bees.
1
  The focus of this comment is on Appendix I. 

 

The CRE applauds the efforts taken by EFSA to incorporate external datasets in developing the 

Residue Unit Values (RUDs) (Line 3945).  EFSA’s Scientific Opinion on Preparation of a 

Guidance Document on Pesticide Exposure Assessment for Workers, Operators, Bystanders and 

Residents
2
 recognized that the current risk assessment approach suffers from inadequate 

empirical data.  EFSA’s Scientific Opinion further explains, “This shortcoming is addressed by 

the adoption of various conservative assumptions in the assessment of potential exposures, so 

that errors will tend to be on the side of safety.”  This is the very same shortcoming that the U.S. 

Environmental Protection Agency’s (EPA) risk assessment model has suffered from in the 

United States.  As a result, the EPA does not rely on empirical data to develop RUDs but rather 

the T-REX model.  In fact, one member of the EPA’s Scientific Advisory Panel, recently 
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cautioned “Use of the T-REX model is necessitated due to lack of data directly available on this 

subject.  Clearly data would be better.”  Similar to EFSA’s experience, as a result of the lack of 

data, the EPA suffers from overly conservative assumptions in its risk assessment. 

 

Accordingly, EFSA’s Guidance Document seeks to cure this “shortcoming” by including 

external datasets to develop the RUDs (Line 3945).  As provided in Appendix I, in addition to 

datasets from two EFSA reports, EFSA also incorporated data from an external scientific report, 

Interaction between pesticides and other factors in effects on bees.
3
  This two-hundred page 

report provides a wealth of data and research that aids EFSA to provide a more accurate 

assessment of pollinator’s exposure to residue.  

 

Importantly, EFSA also implemented the necessary data quality reviews.  For example, “where 

necessary, further details of the relevant studies, where available to EFSA, or the original study 

reports were consulted for further information or correction.” (Appendix I, lines 3951-3954).  In 

addition, EFSA incorporated the external datasets in a transparent manner by providing the 

external report free of charge and easily accessible to the public on its website, and providing the 

source of the data.
4
  

 

EFSA’s initiative to address the problem of limited data regarding pollinator exposure under its 

current approach to risk assessment by incorporating external datasets, is a model to be emulated 

by the EPA and other government regulators.  The CRE encourages EFSA to continue to work 

with stakeholders to harness the resources of the private sector by incorporating existing research 

and datasets into the modeling of its risk assessment framework.     

 

 

Respectfully submitted,  

 
Jim Tozzi 

Member, Board of Advisors 
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