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Our world faces huge challenges

Global food security is threatened 
by:  

• the global population set to         
exceed 8 billion by 2030

• a 50% increase in calorie 
demand

• only 5-10% more land globally 
could be made available for 
agricultural production

• the practical consequences of 
climate change and water 
shortages
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Agriculture is at the heart of these 
challenges

 GROWING FOOD

Raising yields and ensuring a secure,             
reliable food supply

 CREATING RENEWABLES

Beyond food, agriculture must provide 
renewable sources of fuel, fibres and feed

 SUPPLYING SUSTAINABLY

Protecting biodiversity, natural habitats and 
water resources through efficient production



Crop protection technology is a vital 
part of the solution

Such challenges require the public and private sectors 
to confront this head on and together



Regulation is key to 
addressing these challenges



Regulation is an imperative
It should be both a stimulant and a safeguard, working in 
the service of society, agriculture and plant science new 
solutions

Promoting
investment in
new solutions

Assuring
safety and 

sustainability

Shared
responsibility

and
compliance

Timely access
to technology



Regulation of Pesticides

 Pesticides play a unique role in society, but their uses, 
benefits, and regulation are poorly understood by 
many

 Under the International Code of Conduct 
Governments have the overall responsibility to 
regulate the availability, distribution and use of 
pesticides in their countries and to ensure the 
allocation of adequate resources for this mandate 

 Regulation can be the basis for good standards and 
practices and thus the foundation for societal trust, 
confidence and capacity building



A global solution for a global challenge

Pesticide regulations vary enormously around the 
world, reflecting the relative importance of agriculture 
to society, political priorities, and economic 
development. 

So how do we satisfy the needs of our societies and 
meet the global challenges of the future?  

CropLife has looked at the standards
and practices in operation today and
put together

‘The Principles of Regulation’  

in support of good regulation globally



The Principles of Regulation

• Key recognised regulatory principles

• Identified best practices for effective registration

• Societal expectations of regulation



8 Key recognised regulatory principles 

1. Sound policy framework to ensure high standards of 
use and protection for human health and the 
environment

2. Quality data and transparency of regulatory process, 
whilst providing protection of regulatory data safe-
guarding confidential business information and 
intellectual property

3. International harmonization wherever possible, but 
always taking into account local needs and conditions

4. Scientific principles and use assessment (risk/benefit)



5. Responsibilities of each party throughout the 
production and supply chains as well as 
commitments to responsible action 

6. Compliance monitoring system and an active 
response process to manage adverse incidents

7. Process to ensure that modern standards are 
applied to all products in the market

8. Impact assessment of major changes to/revisions 
of regulations

8 Key recognised regulatory principles



Sound policy framework to ensure high 
standards of use and protection for 
human health and the environment

• Establishes the core purpose of any pesticide 
regulation enabling society to benefit from 
advances in technology whilst ensuring there is 
no unacceptable risk based on:

 An evaluation and decision-making process using 
scientific data for determining acceptability of 
intended purpose,  and for the protection of health 
and the environment 

 Assessment of the consequences of use including 
agricultural and socio-economic needs, local 
conditions and appropriate mitigation measures 

 Determining permitted use(s) and exercise quality 
control 

http://www.gifs.net/image/Alphabets/Wooden/1/615�


Quality data and transparency of 
regulatory process, whilst safe-guarding 
confidential business information and 
intellectual property

• Ensuring data quality and transparency of the      
regulatory process 
 establishing type and standard of data is essential 

in building trust in regulatory decisions
 visibility of data requirements, guidelines, steps in 

the process helps to avoid unnecessary 
duplication and creates greater efficiency  

• Confidential business information (CBI) and 
intellectual property rights must be respected 
 Reasonable periods of protection promote ongoing 

innovation and protect investment in R&D 
 Clarity on data requirements and access that  

ensures equal competition and safety standards.
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Scientific principles and use assessment 
(risk/benefit)

• An evidence-based approach to understanding the 
consequences of using a product
 Data generated to accepted standards
 Risk-based approach to determine if protection 

goals are being met and to facilitate risk 
management

 An  objective and justifiable basis for making 
decisions that promotes transparency and 
harmonisation

• An assessment of consequences of use means 
assessing the risks and the benefits: 
 Characterise the product and assess practical use
 Decisions that neither deny the grower access to 

efficacious products nor compromise safety.
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Impact assessment of major changes 
to/revisions of regulations 

• Changes to a regulation can have 
unacceptable or unintended consequences 
which go beyond its original objectives.

• Any significant changes should be assessed 
for the societal and economic impacts to 
ensure that in the broadest sense society 
continues : 
 to be protected from unacceptable risks for 

human health and for the environment
 to benefit from advances in agricultural 

technology 
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9 Best practices for effective registration



Quality Assurance 

• Assurance of the quality of health and safety through 
compliance with the relevant standards for:
 the core set of data requirements (eg GLP)
 identity, purity, composition, performance and stability of the 

product 
 equivalence to determine that all “similar” pesticide products 

being marketed correspond in identity, quality, purity and 
composition to the substances tested, evaluated and cleared 
for toxicological and environmental acceptability. 

 Use internationally recognised standards to help:
 build and maintain industry, regulators and public confidence 

in decision-making process
 facilitate harmonization of data submissions and cooperation 

between Regulatory Authorities
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Core essential data requirements

• A core set of essential data requirements provides a 
basis for assessing the risk profile for the proposed use 
of the product 
 eliminates duplicative testing to satisfy slightly different 

data requirements addressing essentially the same 
concerns 

 It facilitates harmonization of data requirements and 
cooperation between Regulatory Authorities

 Whilst the core data may be the same the risk assessment 
should reflect any difference in conditions of use

• Creates confidence in the in decision-making process for 
all stakeholders including industry, regulators and the 
public



Societal expectations of regulation



Analysis of existing regulation using 
the Principles of Regulation 

Assess regulatory process against the 
Principles of Regulation

Identify gaps and excesses

Consider options and approaches in a 
spirit of continuous improvement 



Promoting
investment in
new solutions Assuring

safety and 
sustainability

Shared
responsibility

and
compliance Timely access

to technology

CropLife analysis of existing regulation 
in meeting future challenges

Continue existing 
initiatives to 
improve data 
protection and 

data 
compensation 

schemes

Continue existing 
initiatives to 

ensure  
Stewardship is 

valued  

Need to improve 
level of adoption 
regarding risk 
assessment; 

operator, consumer 
and environment

Need to improve 
level of adoption 
regarding mutual 

acceptance 
of data

Need to improve level of adoption of 
balanced risk: benefit judgements



Universal framework for assessing 
safety of use

Define the protection aim

Core Effects
Package

Prepare the core data set

Core 
Exposure 
Estimates

Risk characterisation

Risk refinement
(range of viable mitigation options)

Implementation and enforcement
(Shared responsibility and compliance)



The complexity factor in risk assessment



Key elements of the assessment

Protection goal

Universal and protective goals for human health and the 
environment.

Data

Risk assessment

Mitigation or 
refinement

Universally applicable data requirements for hazard and 
exposure characterisation.

Universal principles and methods, applied to produce 
coherent assessments whilst respecting local conditions of 
use.

Mitigation of risk or refinement with more complex 
approaches depending on local/individual circumstances. 



Universal assessment of product and 
its uses

Universal data requirements leading to one consensus view on characterisation of product

Universal approach to assessments to produce coherent outcome. 

Local conditions of use, needs and desired benefits reflected in independent decisions 



What is use assessment?

Products                    √ Uses      ✗

http://images.google.co.uk/imgres?imgurl=http://content5.videojug.com/05/05291454-3e5a-76b0-c270-ff0008cb4dd9/things-to-consider-before-driving-a-car.jpg&imgrefurl=http://www.videojug.com/film/things-to-consider-before-driving-a-car&usg=__V4ucvo6YH3sVQH3erRGPIZfm88A=&h=366&w=643&sz=36&hl=en&start=21&itbs=1&tbnid=RMBSmt7LvvJ3YM:&tbnh=78&tbnw=137&prev=/images?q=driving+a+car&gbv=2&ndsp=20&hl=en&sa=N&start=20�
http://images.google.co.uk/imgres?imgurl=http://subbooks.com/blog/wp-content/uploads/2007/05/fire-breathing.jpg&imgrefurl=http://subbooks.com/blog/?p=323&usg=__yJG-wfuwURM100ZOTzXSwb6GFd8=&h=326&w=400&sz=83&hl=en&start=8&itbs=1&tbnid=kie9OlRqn3DlBM:&tbnh=101&tbnw=124&prev=/images?q=fire+breathing&gbv=2&hl=en�
http://images.google.co.uk/imgres?imgurl=http://coolfrijoles.files.wordpress.com/2008/07/ist2_2935296-pouring-a-glass-of-wine-w-clipping-path.jpg&imgrefurl=http://coolfrijoles.wordpress.com/2008/07/15/birthday-post-2/ist2_2935296-pouring-a-glass-of-wine-w-clipping-path/&usg=__UtatFpuEXBrRlxBjUgmJm9-wD_E=&h=380&w=261&sz=30&hl=en&start=2&itbs=1&tbnid=Iq7ZOLp2E-tTCM:&tbnh=123&tbnw=84&prev=/images?q=glass+of+wine+picture&gbv=2&hl=en�
http://images.google.co.uk/imgres?imgurl=http://babble.com/CS/blogs/strollerderby/2008/07/drinking while pregnant.jpg&imgrefurl=http://www.babble.com/CS/blogs/strollerderby/archive/tags/pregnant+women/default.aspx&usg=__agstrVtg5D61Zjz0x1pwpNWHh3k=&h=340&w=228&sz=15&hl=en&start=4&itbs=1&tbnid=U34o5ZKJtIVclM:&tbnh=119&tbnw=80&prev=/images?q=pregnant+woman+drinking&gbv=2&hl=en�
http://images.google.co.uk/imgres?imgurl=http://upload.wikimedia.org/wikipedia/commons/7/7c/Etanol.jpg&imgrefurl=http://commons.wikimedia.org/wiki/File:Etanol.jpg&usg=__ODg4I7FIRxHuHpXH2plyC8qmu-M=&h=424&w=467&sz=22&hl=en&start=3&itbs=1&tbnid=rffS-rYDkBZYGM:&tbnh=116&tbnw=128&prev=/images?q=ethanol+molecule&gbv=2&hl=en�
http://images.google.co.uk/imgres?imgurl=http://upload.wikimedia.org/wikipedia/commons/thumb/6/6d/GHS-pictogram-flamme.svg/600px-GHS-pictogram-flamme.svg.png&imgrefurl=http://commons.wikimedia.org/wiki/File:GHS-pictogram-flamme.svg&usg=__K35U5PIWDYBlG5m_ZE_jsWiAwbo=&h=600&w=600&sz=14&hl=en&start=13&um=1&itbs=1&tbnid=xIIa9wGtyO0WNM:&tbnh=135&tbnw=135&prev=/images?q=new+ghs+pictograms&gbv=2&hl=en&sa=G&um=1�
http://images.google.co.uk/imgres?imgurl=http://www.osha.gov/dsg/hazcom/images/46.jpg&imgrefurl=http://www.osha.gov/dsg/hazcom/ghs.html&usg=__aFbcyZrvtA_dSTeI5IEC3yjLcqE=&h=129&w=129&sz=5&hl=en&start=16&um=1&itbs=1&tbnid=UAlpEDEvS6FClM:&tbnh=91&tbnw=91&prev=/images?q=new+ghs+pictograms&gbv=2&hl=en&sa=G&um=1�
http://images.google.co.uk/imgres?imgurl=http://www.fotosearch.com/comp/imz/imz004/a-woman-relaxing-in-a-hot-bathtub-~-pgi0317.jpg&imgrefurl=http://sandys-thoughts.blogspot.com/2008/02/bathtub-test.html&usg=__g9kvFkIkaX5RxKAcUs19ouX2KfY=&h=297&w=300&sz=26&hl=en&start=77&um=1&itbs=1&tbnid=4R4WtH4PV73fGM:&tbnh=115&tbnw=116&prev=/images?q=bathtub&gbv=2&ndsp=20&hl=en&sa=N&start=60&um=1�
http://images.google.co.uk/imgres?imgurl=http://curriculum.toxicology.wikispaces.net/file/view/Presentation7a.jpg/57152542&imgrefurl=http://curriculum.toxicology.wikispaces.net/Hazmat+course+Module+6&usg=__Alg36Q5OQyNRDyI2U9CccP9y_-0=&h=720&w=960&sz=26&hl=en&start=1&um=1&itbs=1&tbnid=LGgQKS5u3xrMNM:&tbnh=111&tbnw=148&prev=/images?q=ghs+pictograms+irritant&gbv=2&hl=en&sa=G&um=1�
http://images.google.co.uk/imgres?imgurl=http://unlimitedbag.com/images/md/AR24.jpg&imgrefurl=http://unlimitedbag.com/detail.asp?cat3=134&PID=218&usg=__BM-1fvkKIHVlJz3bLaDo-jG3Sto=&h=284&w=250&sz=15&hl=en&start=1&itbs=1&tbnid=qdQZssheQvk7wM:&tbnh=114&tbnw=100&prev=/images?q=ariel+detergent+powder&gbv=2&hl=en�


Surface water as drinking 
water

Protection goal

To protect the quality of surface water sources of drinking water at a 
safe level for human consumption. 

Data

Risk assessment

Mitigation or 
refinement

• Universal human health endpoint (parent) used to set acceptable 
daily intake value.

• Degradation (half-life) values and adsorption values derived from 
global set of soils and aquatic degradation including aqueous 
photolysis and hydrolysis. 

• Exposure estimates derived from the US-EPA's Index Reservoir 
model ("FIRST") based on

Universal risk assessment method based on 20% of ADI     (e.g. 
WHO).

Mitigation: 
• Label warnings to restrict application and rinsing of equipment 

near/into water. 
• Requirement for buffer zones around water and/or use of drift 

reduction nozzles. 
• Restrict certain application methods e.g. air-blast, aerial.
Refinement:
• Initial modelling with refined input parameters.  
• Actual water consumption information



Terrestrial organisms 

Protection goal

Within agricultural land: to maintain the immediate and 
long-term viability of the agricultural function of the land.
In non agricultural land: to minimise any effects on the 
viability of populations and preserve the long term (season 
to season) abundance and diversity of all species.
Species having special economic, cultural or aesthetic 
value: to ensure that there are no significant effects on 
populations that would damage the viability of the 
economic, cultural or aesthetic heritage.

Data
• Characterisation of effects on parameters which 

influence population dynamics; survival, time to 
reproduction and offspring production. Based on 
indicator organisms. One bird species.

• Standard set of exposure calculations tailored to 
properties of pesticide product and use pattern.
Extrapolation of calculations using global data set.



Terrestrial organisms 

Risk assessment

Mitigation or 
refinement

• A common approach to uncertainty factors, performing 
risk calculations and express risk characterisation

Mitigation:
• Changes to use pattern 
• Practices for drift reduction practices including buffer 

zones between the point of application and the off-crop 
environment. 

• Geographical restrictions including restriction of 
sensitive areas 

• Provision of ecological refuges.
Refinement:
• Carefully designed studies with clearly defined 

hypotheses, assessment endpoints and interpretation 
(acceptability) criteria.



Priorities for continuous improvement

 Universal adoption of the key recognised regulatory principles 
and application of the best practices for effective registration .

 Universally applicable approaches to the assessment of a 
product and its uses (Use Assessment):

• Establishing clear protection goals

• Product characterisation based on essential core data 
essential

• Risk assessments using recognised risk assessment 
principles and local conditions

• Refinement of risk assessment or risk mitigation

• Local needs and desired benefits reflected in assessment 



 Our world faces huge challenges
 Agriculture is at the heart of these challenges
 Crop protection technology is a vital part of the 

solution
 Regulation is an imperative and 

should be a stimulant and 
a safeguard

 The CropLife proposition is 
for a universal approach to 
the Principles of Regulation

CropLife proposition



Thank you for your kind attention



Back-up Slides

 Principles
 Practices



International harmonization wherever 
possible, but always taking into account 
local needs and conditions

• In a world where agricultural products are  
traded globally harmonisation of regulation can:
 facilitate trade
 prevent unnecessary duplication and save 

resources

• Harmonisation should not compromise the ability 
of countries to make independent decisions in 
the local context but facilitate:
 exchange of information leading to a greater 

common understanding and sharing of best 
practices

 building of trust in regulatory decisions 
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Responsibilities of each party throughout 
the production and supply chains as well 
as commitments to responsible action 

• Effective regulation requires 2 major elements:
 the setting of quality and safety standards including 

establishing the conditions for use, storage and 
disposal

 responsible adherence on these standards and 
conditions in practice

• Responsibility resides with a range of government 
bodies, industries and public sector organisations 
and requires
 appropriateness of standards and conditions
 dissemination of information
 active stewardship
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Compliance monitoring system and an 
active response process to manage 
adverse incidents 

• Compliance monitoring is an essential part of 
ensuring adherence to the standards and 
conditions of approval:
 post-registration surveillance or monitoring 

studies helps to better understand the in-use 
situation and the potential for improvements 

• A system of monitoring and active response 
requires:
 collaboration between the responsible 

authority, the industry, the users and other 
relevant health or environmental organisations
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Process to ensure that modern standards 
are applied to all products in the market

• Modern standards can be maintained by:
 a re-registration process for the periodic 

review of pesticides and/or
 special reviews or data call-in when indicated 

necessary by scientific evidence or risk 
indicates that regulatory action is needed

• Maintaining modern standards for all products 
means that:
 no applicant benefits from or is disadvantaged 

by having a more or less updated approval 
(equal treatment ensures fair competition in 
the market place)
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Quality Assurance 

• Assurance of the quality of health and safety through 
compliance with the relevant standards for:
 the core set of data requirements (eg GLP)
 identity, purity, composition, performance and stability of the 

product 
 equivalence to determine that all “similar” pesticide products 

being marketed correspond in identity, quality, purity and 
composition to the substances tested, evaluated and cleared 
for toxicological and environmental acceptability. 

 Use internationally recognised standards to help:
 build and maintain industry, regulators and public confidence 

in decision-making process
 facilitate harmonization of data submissions and cooperation 

between Regulatory Authorities
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Core essential data requirements

• A core set of essential data requirements provides a 
basis for assessing the risk profile for the proposed use 
of the product 
 eliminates duplicative testing to satisfy slightly different 

data requirements addressing essentially the same 
concerns 

 It facilitates harmonization of data requirements and 
cooperation between Regulatory Authorities

 Whilst the core data may be the same the risk assessment 
should reflect any difference in conditions of use

• Creates confidence in the in decision-making process for 
all stakeholders including industry, regulators and the 
public



Animal welfare

• The extent of use of laboratory animals should be justified 
to:
 ensure that animal welfare is being respected
 meet societal expectations
 align with modern scientific understanding and 

experimental method

• Minimising the use of laboratory animals is facilitated by :
 a harmonised core set of essential data
 use of alternative validated testing methods
 Ensuring data that has a valued output or end point for 

regulatory decision-making



Harmonisation 

• Harmonisation should focus on establishing a core set of 
essential data requirements and the assessment 
approach because it:
 Allows a product to be assessed based on a commonly 

understood data set and recognised risk assessment 
methodology without compromising the ability of countries 
to make independent decisions in the local context. 

• Harmonisation should reflect international accepted 
good practice because it:
 Provides a commonly understood basis for exchange of 

information leading to greater work sharing
 Helps to build confidence in regulatory decisions



• Mutual acceptance of data is a collaboration between 
responsible authorities where one makes use of data 
reviews performed by another.
 It is facilitated by harmonisation of core essential data 

requirements and permits more effective and efficient 
deployment of limited evaluative resources

 Retains independance of local decision-making

• Collaboration can lead to greater work sharing and 
mutual recognition:
 Uses limited resources more effectively
 enables faster evaluation where reviews are already 

available
 Greater uniformity in decision-making

Mutual acceptance of data 



Tiered approaches

• A tiered approach is a stepwise process which aligns the 
extent of data required with the degree of risk: 
 starts with an assessment of more limited data set 
 where appropriate takes account of higher tier data or 

mitigation of use required to demonstrate safe use

• A tiered approach avoids unnecessary generation of 
higher tier tests which means that: 
 animal use and costs are limited to those which are 

absolutely necessary to assure safety in use
 the responsible authority only assess data that is necessary 

to come to a decision



• Implementing science in decision-making means:
 Defining protection goals and decision-making criteria
 Using test methodology that is based on established 

scientific principles and understanding
 Using data to understand the characteristics of the product 

and consequences of its use 

• Using a science-based system provides:
 A sound basis for decision-making based on scientific 

evidence using risk and benefits evaluations
 A fair basis for decision-making which facilitates access to 

new active ingredients and products whilst safeguarding 
public health and the environment

Science in decision-making



• Dialogue between competent regulators and registrants 
should be established to assure a greater understanding 
of:
 the submitted data package and meeting the protection 

goals
 the need for higher tier data or mitigation measures
 the way forward in the event of any technical or process 

issues

• This means incorporating effective procedures for 
dialogue to:
 avoid delays or misunderstandings
 achieve greater efficiency and effectiveness in processing a 

submission

Dialogue with regulators



• Unscheduled review of registered pesticides should be 
conducted if:
 it is warranted by new information relevant to actual use 

practices or health or environmental risks and
 it is required to maintain an assurance of safety and 

achieving the protection goals

• This will mean having a process which ensures:
 regulatory authorities are provided with any new or 

updated data/information in a timely manner
 relevant progress in science and technology can be applied 

through testing methodology and decision criteria
 equal treatment of all products affected

Responsible data call-in 
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