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Important Facts:  Agrochemical Development 

The average duration/cost for pesticide development 
and registration is 11 years and $184 million.   
The development process is a series of safety 
assessments and reassessments for stop/go 
decisions. 
As development of data progresses, risk based 
decision making takes over from hazard based 
assessments. 
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    Research Phase 94M$ 

 

Development & Registration 90M$ 

 
 
 

Important Facts:  EU Pesticide Regulation 

The human and environmental safety of pesticides is 
extensively evaluated by EU and Member State (MS) 
experts before they are registered for use.    
The EU risk evaluation and registration process for 
pesticides is nearly as comprehensive as for human 
drugs (without human studies). 
Testing and risk assessment methodologies are 
reassessed and updated on a frequent basis. 
The EU regularly re-evaluates pesticides in light of 
changes in requirements and risk assessment 
methodologies. 

 
 
 

Of some 1 000 active substances on the market in at 
least one Member State before 1993, about 250 
substances have passed the harmonised EU safety 
assessment.  

The majority of substances (67%) were eliminated 
because dossiers were either not submitted, incomplete 
or withdrawn by industry.  

About 70 substances failed the review because the 
evaluation carried out did not show safe use with 
respect to human health and/or the environment. 

Outcomes of the 1993-2009 Review Program 

 
 
 

EU Regulation Changes Impacting the 
Agrochemical Industry 

Precautionary Principle driven Water Directives: 
Groundwater a natural resource to be protected. 
Cut-off criteria for pesticides: maximum 0.1 µg/L. 

Increasingly stringent EU Legislation (Directive 91/414 
and replacement Regulation 1107/ 2009) with hazard 
based decision making, e.g. 

Prohibition to register active substances classified as 
possible carcinogenic, mutagenic or reproductive toxicants. 
Prohibition to register active substances considered to be 
possible endocrine disruptors.  

Increasingly conservative environmental risk 
assessment models, including groundwater modelling. 
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EU Consumer Driven Changes Impacting 
the Agrochemical Industry 

Post war shift to urban rather than agrarian society 
Less understanding and consideration of inputs needed to 
ensure an abundant, safe food supply. 

Gradual shift to a more risk averse European society 
Anti-chemical/pro-organic.  

Gradual shift to preserving biodiversity.   
Anti-GMO. 

Late 1990s consumer food scares prompt designation 
of a European Food Safety Authority responsible for 
food and feed safety, plant protection and plant health. 

EU specific testing and safety assessment decisions with no 
attempt to harmonize with NAFTA or OECD. 

 

 
 
 
 

EU Food Industry Driven Changes 
Impacting Industry and Farmers 

Retailers promoting more organic products. 
Natural is better for you - synthetic chemicals are bad. 

Grocery chains promising transparency.  
Source/grower information. 
Details on pesticide treatments.  

Retailers driving farmers’ choices.   
Negative lists of plant protection products. 
Pesticide residue reduction demands to growers  want less 
than approved levels to claim increased safety. 

 

 

 
 
 

EU Policy Direction  Thematic Strategy 
for Sustainable Use of Pesticides 

Requiring Member States to set objectives to reduce 
“hazards, risks and dependence on chemical control for plant 
protection” 
Requiring Member States to establish a transparent system for 
reporting and monitoring progress towards fulfilling objectives. 
More controls on distribution and use including banning aerial 
application and defining no pesticide zones. 
More reporting requirements for Member States and farmers. 
Mandated substitution of “more dangerous” with safer 
(including non-chemical) alternatives. 
Encouraging low-input or pesticide free cultivation (possibly 
with financial incentives or dis-incentives). 

 
  

 
 

EU Practices Impact ex-EU Farmers 

The EU is a net importer-the total area needed to 
supplement EU production is similar to that of Germany.  
EU practices mean growers outside Europe face 

Import restrictions due to EU non-acceptance of GMOs 
and elimination of older products still approved and used 
in many countries. 
Additional retailer restrictions on registered products even 
when proven safe by scientific risk assessment 
Less secure yield and profit due to retailer pressure to 
use less chemical control so food will be “safer”. 
Increasing uncertainty on what products will be 
acceptable at Member State level. 

 

 
 
 

Trade Considerations for the Near Future 

What will drive world wide farming? 
EU bans and restrictions. 

or 
Yield and cost improvements offered by technology. 

What will export countries do? 
Manage separate inventories for EU. 

or 
Trust laws of supply and demand will move EU to re-
evaluate hazard based decisions and policies. 

 

 
 
 

How will the Member States cope with 
increasing EU regulation and policies?  

 
How will the EU consumer react if fresh food 
availability and/or quality drops? 
 
Can the conventional small farm survive? 

 

Questions to Ponder for the EU 



 3/21/2012 

 3 

 

 

 

 

Thank you very much  
for your attention 


