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Room Document for IFCS Forum V

Precaution – How it is applied in the Crop Protection Industry

Crop Protection Products and Precaution

•
Crop protection products make a major contribution towards production of high quality, affordable food through enhancing agricultural productivity.
•
Crop protection products are extensively tested before introduction and a precautionary approach is applied throughout the development and registration process to account for uncertainties. 
•
Regulatory authorities located in each country where crop protection products are sold, independently evaluate the technical data and approve products for sale.
•
All stakeholders are encouraged to work together to ensure that risks are assessed, managed and communicated effectively so that users of the pesticide and the broader community are aware and can help manage risks to ensure the benefits of crop protection products are delivered.
What is the precautionary approach?

•
Adopting a precautionary approach means that in the absence of adequate data and information to make a science based risk assessment, additional safety factors should be included to account for uncertainty.
•
Such additional safety factors can be applied to hazard or to exposure data or in the risk assessment and risk management process. Frequently, precaution is applied at many levels resulting in substantial overall safety factors.
•
The precautionary approach does NOT mean restricting product use or availability on the basis of a potential hazard that may never be realised in practice. For example, cars present a hazard for both the driver and pedestrians. This does not mean that pedestrians should never cross the road, but that they should do so at crossing points where the traffic is obliged to stop, in order to reduce the risk of being hit by a car. 
•
The precautionary approach, when correctly applied to pesticide evaluation, aims to reduce risks to an acceptable level so that they can be managed and allow the benefits of crop protection product use to be realised.

How is the precaution applied in the safety evaluation of Crop protection Products?

•
Crop protection products are thoroughly tested in laboratory and field studies to characterize the intrinsic hazards (properties of the chemical) and the likely exposure. Risk assessment takes into account the hazard and the exposure route and duration to define margins of safety for all those sectors of the human population or environment that may be exposed.
•
The precaution is applied at many levels in pesticide product evaluation and the outcome is a cumulative reduction of risk or increase in margins of safety.
•
A tiered approach is taken in risk assessment so that when the margin of safety does not appear adequate, further data are generated and the assessment refined to reduce uncertainty.
•
Hazard evaluations are precautionary because the lowest No Observed Effect Level is taken and a standard safety factor of 100x applied with an additional factor of up to 10x in some cases e.g. where there are gaps in the database or where particularly sensitive sub-populations (e.g. children) may be exposed. Likewise, exposure estimates usually assume the worst case. For example, that the user may not always wear protective clothing or that he may not apply the product exactly as intended. 
•
The cumulative impact of these precautionary measures is to introduce margins of safety that increase the probability of no adverse effects to near certainty when the products is used as directed. 

How is Risk managed?

•
If the margin of safety is not adequate, following a comprehensive risk assessment the next step is to look at ways in which the risk may be mitigated or managed. Examples of options include using the pesticide only one year in two or not using it in certain crops or in certain applications. 
•
Risk assessment helps us define acceptable uses (what uses would be acceptable?), while risk management considerations are applied to ensure that products can be used safely in practice (how can we assure safe use of the product?)
•
The final step is risk communication, which means ensuring that those who come into contact, either directly or indirectly with the pesticide, are aware of the risks and what they should do to manage these risks to an acceptable level. Examples are the instructions given on product labels.
•
An important, but often forgotten principle is that of ‘proportionality’ which means that the measures taken to minimize the risk should be proportional to the risk that needs to be managed. Applying proportionality ensures a balanced approach to risk management to allow benefits of crop protection products to be realized.

The role of industry

•
The member companies of CropLife International wish to ensure that the benefits of pesticide use are realised and the potential risks managed well in order that company liabilities are managed and reputation is enhanced. For these reasons, precaution is inherent in the pesticide development process within companies; products that do not deliver a benefit to the grower or which cannot be used safely will simply never be taken forward for registration and sale.
•
Pesticide manufacturers also have a duty, reinforced by the FAO Code of Conduct*, to generate safety data and risk assessments and provide these to national governments for evaluation.
· Stewardship activities by the industry are designed to carry the precautionary approach beyond registration into the marketing and sales phase

•
Finally, pesticide manufacturers have a legal obligation to comply with the laws of the countries in which they produce or sell pesticides.

The role of the regulatory authority

•
Governments are responsible for establishing policies for the regulation of pesticides and laws within their country to implement government policy. Normally a government establishes a pesticide regulatory authority to regulate pesticide manufacture, distribution, sale, use and disposal. 
•
The regulatory authority establishes data requirements and administrative processes to receive and review applications for pesticide registration. The registration process normally defines how risk assessments will be conducted and how risk management decisions will be made.
•
The regulatory authority defines registration criteria that must be satisfied and these take into account human and environmental safety as well as pesticide benefits from social, economic and agronomic perspectives.
•
Many registration authorities establish routine reviews which oblige pesticide companies to update their databases and address questions arising as a consequence of changes in risk assessment paradigms at the national and international level.
•
The government makes the final decision on whether a pesticide is registered in a given country or not. Precaution is inherent in the process.
•
The general principles enshrined in the FAO International Code of Conduct* on the Distribution and Use of Pesticides should be applied by Governments in regulating pesticides.

The role of non-governmental or inter-governmental organisations

•
All parties with an interest in pesticides should follow the principles enshrined in the FAO Code of Conduct*. For example, it is ‘ the shared responsibility of many sectors of society to work together so that the benefits to be derived from the necessary and acceptable use of pesticides are achieved without significant adverse effects on human health or the environment’ and ‘ to avoid unjustified confusion and alarm among the public, concerned parties should consider all available facts and should promote responsible information dissemination on pesticides and their uses’

Working in partnership to deliver benefits and manage risks

•
CropLife International recognizes that there are many different views on the precautionary approach. For us, it means understanding the risks, developing realistic management options and then weighing residual risk against benefits.
•
Pesticide companies only register and sell pesticides that offer a measurable benefit to the grower; it would not be possible to sell a product that did not work, for example.
•
If risk management options are not practical or the benefit of use is not sufficient to outweigh risks, registration is unlikely to be allowed by government regulators.
•
CropLife International remains committed to working with all stakeholders to ensure the safe and effective use of pesticides and believes that the FAO Code of Conduct provides a framework for co-operation while retaining the independence of Governments to rule on pesticide safety.

Conclusions

CropLife member companies always take a precautionary approach in decision making.  Our definition of precaution is in accordance with that of the EU and the EPA, namely that it is a three step process comprised of Risk Assessment, Risk Management and Risk Communication.  If the assessed risk is considered significant and cannot be managed effectively with measures that can realistically be implemented in the country of use, then we will not pursue registration.  This company evaluation is independent of the opinion of the regulatory authority which only gets to evaluate products considered safe to use by companies. We consider this approach to be precautionary.  Other groups may define this differently but we feel that our definition and approach is both successful and in line with the major strands of governmental human health and environmental protection policy.

*www.fao.org/ag/AGP/AGPP/pesticid
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