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About the OECD

The Organisation for Economic Co-operation and Development (OECD) is an intergovernmental
organisation composed of 30 industrialised countries in North America, Europe and the Pacific. The
OECD works to co-ordinate and harmonise government policies, address issues of mutual concern, and
respond to international problems.

The Pesticide Programme was created in 1992 within the OECD’s Environmental Health and Safety
Division to help OECD countries:

« harmonise their pesticide review procedures,
» sharethework of evaluating pesticides, and
» reduce risks associated with pesticide use.

The Pesticide Programme is directed by the Working Group on Pesticides, composed primarily of
delegates from OECD Member countries, but also including representatives from the European
Commission and other international organisations (e.g. United Nations Food and Agriculture
Organization, United Nations Environment Programme, World Health Organization, Council of Europe),
and observers from the pesticide industry and public interest organisations (NGOS).

In addition to the Series on Pesticides, the Environment, Health and Safety (EHS) Division publishes
documents in five other series: Testing and Assessment; Good Laboratory Practice and Compliance
Monitoring; Risk Management; Harmonization of Regulatory Oversight in Biotechnology; and
Chemical Accidents. More information about the Environment, Health and Safety Programme and EHS
publicationsis available on the OECD’s World Wide Web site (see next page).

This publication was produced within the framework of the Inter-Organization Programme for the
Sound Management of Chemicals (IOMC). It was approved for derestriction by the Joint Meseting of
the Chemicals Committee and the Working Party on Chemicals, the governing body of the
Environment, Health and Safety Division.

The Inter-Organization Programme for the Sound Management of Chemicals (IOMC) was
established in 1995 by UNEP, ILO, FAO, WHO, UNIDO and the OECD (the Participating
Organizations), following recommendations made by the 1992 UN Conference on Environment
and Development to strengthen co-operation and increase international co-ordination in the
field of chemical safety. UNITAR joined the IOMC in 1997 to become the seventh Participating
Organization. The purpose of the IOMC is to promote co-ordination of the policies and
activities pursued by the Participating Organizations, jointly or separately, to achieve the sound
management of chemicalsin relation to human health and the environment.
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Report of the OECD Workshop on Sharing the Work of
Agricultural Pesticide Reviews
12-14 February 2001
European Commission, Brussels

Part 1: Introduction and Overview of the Wor kshop

This report presents the conclusions and recommendations made by the OECD Workshop on Sharing the
Work of Agricultural Pesticide Reviews, held in Brussels on 12-14 February 2001. The purpose of the
workshop was to explore ways to increase the efficiency of agricultural pesticide evaluations through
improved international co-operation. The objectives of the workshop were to:

e share the experiences of, and lessons learned by governments, the pesticide industry and
other stakeholders who have already been involved in sharing the work of pesticide reviews;

» understand what governments, industry and others expect to gain from work sharing;

e identify incentives for work sharing, the barriers that may be encountered and the ways in
which these barriers may be overcome;

¢ identify where the greatest opportunities and benefits for work sharing exist;

e recommend:
— practices and procedures for how work can be shared more routinely in the future;
— further projects that would help to define the roles and responsibilities of governments

and other stakeholders, develop mutual trust and increase the extent of work sharing; and

— develop ways to measure the success of work sharing;

* identify ways in which the products from work sharing activities among OECD countries
could be used by other countries and international organisations involved in pesticide
assessment (e.g. IPCSY'WHO, FAO).

The workshop was co-hosted by the European Commission, DG Health and Consumer Protection (EC DG
SANCO) and the United States Environment Protection Agency (USEPA) and chaired by Vibeke Bernson
of the National Chemicals Inspectorate of Sweden (KEMI).

Ninety-one people attended, representing the following 25 countries (OECD and non-OECD) and 6
organisations. Australia, Austria, Belgium, Canada, Czech Republic, Denmark, Egypt, Finland, France,
Germany, Greece, Hungary, Ireland, Korea, Netherlands, New Zealand, Norway, Portugal, Slovak
Republic, Slovenia, Spain, Sweden, Switzerland, United Kingdom, United States, The Sahelian Pesticide
Committee, European Commission, Food and Agriculture Organization (FAO), World Health
Organization (WHO), Grower Groups, and Global Crop Protection Federation (GCPF). The participant
list is attached in Annex 4.
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Background

OECD countries invest significant resources in evaluating agricultural pesticides before they are marketed
to ensure that they do not pose unacceptabl e risks to human health and the environment. They are also re-
evaluating pesticides that have been in use for many years to be sure that they meet modern scientific and
safety standards. Since many pesticides used in OECD countries are the same, governments have
recognised the substantial benefits that can be gained if the task of pesticide evaluations for registration
and re-registration is shared, rather than duplicating each others' work. Improved efficiency in pesticide
evaluations is important at a time of diminishing resources in governments and industry and when
pressures to make decisions more quickly are increasing.

OECD countries have been working together since 1992 to harmonise regulatory approaches to pesticide
registration and to co-operate in sharing the work of pesticide review. Harmonised approaches make it
easier for countries to share the work and in 1998 common formats for industry pesticide data submissions
(‘dossiers’) and country data review reports (‘monographs') were agreed. With the success of agreeing
common formats, and against a background of other harmonisation activities on data requirements, test
guidelines and risk assessment methods, more attention is now being given to putting work sharing into
practice. For some time, work sharing has already taken place. For example, joint pesticide evaluations
have been carried out for a number of years within the EU and by the NAFTA countries, and through the
OECD Pesticide Programme over 700 review reports were exchanged between 1995 and 1999. However,
countries realise that more efficiency could be gained if work sharing was more extensive and routine.

In this context work sharing means, for example, dividing the work required to review a pesticide data
submission among two or more countries, or one country using another’s evaluation to help it with its own
national review. The objective of work sharing is to reduce the overall workload. While respecting the
rights of each country to make its own regulatory decision, work sharing should result in the same or a
higher quality of assessment and should not delay decision-making.

Structure of the workshop
The agenda for the workshop is provided in Annex 1.

The workshop was organised in alternating plenary and breakout sessions to address issues relating to both
new and existing active substances. For the purpose of this workshop, active substance and active
ingredient were considered to be equivalent. Also, a new active substance was considered to be one that
was undergoing itsfirst evaluation, while an existing active substance was one undergoing a re-evaluation.

Each of the following questions was addressed by the workshop participantsin five breakout groupsin
two separate sessions, the first for new active substances and the second for existing active substances.

What are the experiences in work sharing with new or existing active substances?

What is the vision of work sharing?

What are the incentives or drivers for work sharing?

What are the hurdles or barriers for work sharing?

Whom would you have to convince to make your vision possible? Who is responsible?
Identify the most important actions to be taken both in the short and in the long term (five key
areas for improvement).

SukwdNE
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Plenary sessions with presentations by individuals experienced in work sharing of new or existing active
substances were used to introduce the corresponding breakout sessions. At the end of each day, breakout
group reports were produced by each group and reviewed by all participants of the group. The breakout
group reports can be found in Annex 3 of this report.

Following each of the breakout group discussions, one consolidated presentation incorporating ideas from
al of the reports from the breakout groups was given during a plenary session. This was followed by a
general discussion of theissues. Inafinal concluding plenary session, all workshop participants agreed on
a combined set of “Main Conclusions and Recommendations’ and made recommendations for an action
plan for further work (see following pages).

Part 2: Summary of Plenary and Breakout Group Discussions
The following text is a summary of the reports of the breakout groups and of the plenary discussions
following the feedback presentations. It is presented, broadly, in terms of the questions discussed by the
breakout groups. Individual breakout group reports are provided in Annex 3.

1. What isthevision of work sharing?

For both new and existing active substances

*  Continued reduction in risk to human health and the environment from the use of chemical
pesticides.

e The submission of one common dossier which is reviewed once to an agreed timeline and is
made available to others (later national requirements are added and nationa risk
assessments made).

e Creation of aworld forum of experts from different countries working for a period of time
on pesticides, which would increase communication between experts.

* Improve the transparency and quality of the work sharing process and the process for
decision making within work sharing

e Exchange and co-ordination of palicies, evaluation plans and the evaluations themsel ves.

e Providing predictable timelines, for both the long and short term.

*  Recognisable benefits from work sharing, such as eliminating the duplication of work,
increased efficiency, shorter timelines for registration decisions, and earlier access to
markets for industry and growers.

e Production of common data requirements and guidelines.

e Global agreement on registration end points, with one global list of registration end-points.

e Globally harmonised models for national risk assessments.

e A contact list of, and communication line to, experts.

e Exchange of scientific experts.

e Development of mutual trust between participants so that studies would not have to be re-
reviewed by second or subsequent countries.

e Suitable technological and electronic capabilities, and Internet use; electronic submissions
to all agencies.

e Faster access to the market place for manufacturers of chemical products and for growers of
treated products.

e Agreed global zones for residue data and residue databases by active substance.

11
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 Use by IMPR of OECD formatted dossiers; preparation of IMPR reports / monographs in
line with OECD monograph format.

e  Standardised, global MRLs, which should lead to areduction in trade barriers.

e Greater participation by non-OECD countries.

e Sharing of evaluations and risk assessments with smaller or under-resourced countries.

For existing active substances

e Improved safety standards.

e Establishing a “level playing field” between existing active substances and new active
substances; existing active substance should be evaluated using the same standards as hew
active substances.

e Completion of on-going re-evaluation programmes.

e Strategic planning for global re-evaluations and assessments.

*  Regular exchange and co-ordination of re-evaluation plans and policies.

e Sharing the burden and workload of reviews.

e Maintaining an adequate number of pesticides for minor crops.

2. What aretheincentives or driversfor work sharing?

e Increased public confidence in pesticide registration systems.

*  Worldwide risk reductions from pesticide use.

* Increased efficiency in the use of resources.

e Increased capacity for evaluation of existing active substances.

*  Reduced costs for al stakeholders.

e Harmonisation of data requirements to eliminate the duplication of studies and reduce
development costs.

¢ Reduction of the problems resulting from the use of different methodologies in different
countries and from discrepancies in hazard and risk assessment.

e Providing faster access to markets for industry and growers.

e Greater confidence in processing and interpreting data (e.g. more confidence in MRL
setting).

e  Reducing trade barriers.

e Better understanding of science.

e More predictable timelines.

*  Morerobust and reliable technical databases.

e Increasing staff experience.

e Simultaneous access for both small and large countries to newly developed pesticides
(newer “safer” chemistry).

e Transfer of plant protection and risk eval uation technologies to devel oping countries.

e Increased and improved harmonisation.

12
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3. What arethehurdlesor barriersfor work sharing?

»  Lack of trust and confidence in the abilities of others.

e Scarce and decreasing resources.

»  Lack of acceptance of work sharing at all levels —the need to “sell the idea”.

*  Lack of harmonisation in:

data (registration) requirements (common)

test guidelines

reporting format

risk assessment methodologies (e.g. cumulative risk assessment, probabilistic methods,

and assessment of endocrine disrupters)
» languages/cultures
»  electronic software issues (non-compatibility, e.g. Word vs Word Perfect).

»  Lack of accessto e-mail and Internet.

«  Non-acceptance by some governments of OECD guidance document.

 JMPR not using OECD guidance.

* Reviews by other bodies not being used, e.g. evaluations of persistent organic pollutants
(POPs) and PIC.

*  Non-simultaneous dossier submissions.

«  Non-simultaneous registration decisions.

e Lack of incentives for industry to develop some markets (minor use, small countries).

e Lack of scientific expertise and suitably trained staff.

e Lack of global co-ordination in the re-evaluation of existing active substances.

e Lack of consultation and communication between stakeholders on the consequences of non-
support of certain existing active substances.

e Lega impediments.

YV VVYY

4. What are good practices of work sharing?

*  Ensure close communication.

«  Define and agree the process.

e Set goals, timelines and milestones.

e Start simply.

e Bepositive, don't give up.

e Look for solutions to problems, do not just identify the problems.

* Involveall stakeholders in the process (active communication).

«  Encourage pre-submission consultation between industry and governments.

e Make use of OECD dossier / monograph formats.

e Open exchange of reviews.

e Encourage active, on-going communication between industry and government carrying out
the review/evaluation process.

e Basediscussions on science (separate science and politics).

13



ENV/IM/MONO(2002)16

5. Fivekey areasfor improvement

5.1. Just do it and beflexible

5.2

5.3.

5.4.

5.5.

Actively look for solutions to problems, and not just identify the problems.

Consider ways to measure success of work sharing.

Solve / resolve (be aware of) legal implications, including confidentiality and data
protection issues (especially with off-patent, existing active substances).

I mprove communication

Lists of substances under first evaluation or re-evaluation.

Lists of uses and MRLs (use of regional / geographic zones).
Lists of schedules for submissions and evaluations.

Lists of contacts, administrative and experts.

Lists of reviews that have been completed.

Easy access to and between scientific and regulatory experts, etc.
Improve transparency for others.

I mprove contacts

Facilitate staff exchange programmes.
Organise workshops.
Invite outsiders to review discussions.

Har monise content

Harmonise data requirements.

Harmonise test guidelines.

Common end-points.

Harmonise hazard and risk assessment methodologies (e.g. OECD zoning project,
FOCUS scenarios, €tc.).

Har monise formats

Use OECD dossier and monograph guidance documents.
Harmonise information technology.
Harmonise study report formats.

14
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Supplementary infor mation

Six short papers were presented during the opening plenary panel, “ Expectations about work sharing from
other stakeholders (“What isyour ‘vision’ for work sharing?’). These papers are provided in Annex 2.

15
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Part 3: Main Conclusions and Recommendations

This section summarises the main conclusions and recommendations reached by the workshop participants
in the concluding plenary session.

Main conclusions

1. Work sharing works:
»  Work sharing is already happening and is supported.
»  The outcomes of work sharing are of higher quality and are more efficient.
* Morework sharing is possible and it could be done more effectively.

2. Work sharing has wider international applications; for example, it should now be possibleto
share work with: IMPR and CODEX; the Rotterdam Convention on PIC (Prior Informed
Consent); and the forthcoming Stockholm convention on POPs (Persistent Organic
Pollutants). There are also increasing opportunities for sharing work between regions, e.g.
EU and NAFTA, and OECD and non-OECD countries.

3. Effective communications, planning and commitment are essential to establishing work
sharing. In addition, they help to build confidence and trust between work sharing partners,
€.g. among governments, between governments and industry, small countries and large
countries, exporting and importing countries, government and growers, etc.

Main recommendations

“Just doit”!

1. A commitment from all stakeholders is needed to improve the process of work sharing and
satisfy the growing public demand for effective chemical pesticides with increased human
and environmental safety.

2. Transparency is needed to establish good work sharing practices, to help build confidence
between stakeholders and to develop public confidence in the process.

3. Investment of both human and monetary resources is needed if work sharing is going to
progress.

4. Work sharing should become the normal way of evaluating pesticides, and should receive
high level support and promotion.

5. Keep the process of work sharing simple and concentrate initial efforts on projects that will
be successful in the short term, whilst not losing sight of the longer term objectives.

6. Improved global communications are needed. Existing platforms for communication should
be used and enhanced, e.g. the OECD.

7. The harmonisation process should be accel erated where appropriate.

16
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8. Strategic planning is required to ensure better co-ordination between governments, and
within industry and grower groups. Better planning would help streamline the co-ordination
of evaluations of new and existing substances.

9. Aninfrastructure should be devel oped to facilitate work sharing.

10. Flexibility is important, including a willingness to accept and agree that there are
differences between different stakeholders in the way that their assessments and their
regulatory processes are conducted. The final outcome can be a decision at the national

level.

Recommendationsfor actionsto increase work sharing

The following table presents some important actions identified in the concluding plenary session. These
actions will be discussed by the Registration Steering Group (RSG) of the OECD Working Group on
Pesticides (WGP). The RSG will identify projects and suggest priorities, and will present their ideas to
the Working Group on Pesticides. A work plan will be developed and lead countries or individuals

identified.
Objective Recommendation / Action How?
“Selling theidea” Write an international (high level) report on the Make use of what already exists

of work sharing

benefits of work sharing to influence decision
makers (senior managers). Reports should / could
be prepared by OECD WGP, national
governments, and industry to sell the vision.

(regional high level reports, e.g.
NAFTA, EU) and build it up,
guantify benefits. Also use
industry papers, background
documents, WGP reports.

Communicate our vision and incentives for work
sharing to everyone who needs to know: the
public, growers, industry (marketing managers),
governments, international organisations...

i.e. Determine how to convince
and inform government policy
makers, growers, trade
organisations, IMPR/CODEX,
consumers of treated
products/general public and
reviewers, etc.

1. Just doiit

1.1. Overcome hurdles.

e Start discussions between
industry and regulators,
identify issues and look for
solutions.

e Encourage discussions
within industry.

« Develop (or extend/revise) a
code of conduct for work
sharing, including a
consideration of proprietary
data issues.

e ldentify and resolve legal
implications.

17
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Objective

Recommendation / Action

How?

1. Just doiit

1.2. Continue with, and expand and improve on,
work sharing.

«  Keep your eyes open, seek
opportunities and use them.
e Start with relevant parts of
reviews by others.
*  Provideinformation for
othersto use:
* |ist chemicalsto work
on first,
e list schedules/ plansfor
reviews,
e list reviews underway,
* the OECD web site on
reviews available on
national web sites.

2. Improve
communication

2.1. Lists of substances.

2.2. Lists of uses/ MRLs.

2.3. Lists of review schedules (timelines).
2.4. Lists of reviews underway.

2.5. List of completed reviews.

2.6. Lists of contacts.

e.g. Use OECD database on
pesticide reviews (ensure that it
is up to date, and that all
information is provided by
governments).

2.7. Easy access to and between scientific and
regulatory experts.

3. Improve contacts

3.1. Facilitate exchange programmes.

3.2. Organise workshops.

3.3. Invite outsidersto review discussions (e.g.
invite non-EU country regulatorsto ECCO
meetings, or non-NAFTA country regulators to
NAFTA discussions).

18
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Objective Recommendation / Action How?
4. Harmonise 4.1. Common data requirements and test RSG to assessregiona
content guidelines. differences in data requirements

and test guidelinesin order to
identify a basis for further
alignment of data requirements,
and to develop
recommendations in relation to
the harmonisation of test
guidelines for consideration by
the Test Guidelines Programme.

4.2. Common end-points for risk assessment.

4.3. Harmonise risk assessment methodol ogies.

5. Harmonise
formats

5.1. Use OECD dossier and monograph guidance
documents.

“Use them, use them, use them.”

5.2. Harmonise information technology between
regions.

e.g. Workshop in 2002 (hosted
by Canada and the US).

5.3. Harmonise study report format.

19
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Annex 1

Final Agenda: OECD Workshop on Sharing the Work of Agricultural Pesticide
Reviews, 12-14 February 2001, European Commission, Brussels.

Monday 12" February

08.30

09.30

(5 mins)

(15
mins)

(15
mins)

(40
mins)

10.45

Registration

Opening Plenary 1: Workshop Objectives and Expectationsfor Work Sharing

Welcome (Chair: Vibeke Bernson, Swveden)

* Opening remarks, including expectations from work sharing, by hosts:
- United States/ EPA (Marcia Mulkey)
-  European Commission/ DG SANCO (Goffredo Del Bino)

* Practical Information (Canice Nolan, EC)
*  Workshop objectives and structure (Libby Harrison, OECD Secretariat)

» Panel discussion (to be moderated by Vibeke Bernson, Swveden)
Expectations about work sharing from other stakeholders (“what isyour ‘vision' of work
sharing?’)

Panel members (from countries with limited or no experience of work sharing and
representing other stakeholders) will give short (5 minutes) statements on their interest
in work sharing and what they would like to achieve from doing it (their ‘vision’). The
short statements will be followed by open discussion between the panel and the
audience.

— New Zealand (John Reeve, MAF Regulatory Authority)

- Hungary (Zoltan Ocsko, Ministry of Agriculture)

- Greece (Kostas Markakis, Ministry of Agriculture)

—  Sahelian Pesticide Committee (Francois Abolia, Senegal)

— Industry (GCPF) (Bernhard Johnen, Syngenta, UK)

- Grower association (Jean-Mari Peltier, California Citrus Quality Council)

Coffee

20
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11.00 Plenary 2: Sharing thework to review new active substances

15 mins
for each
presen-

tation

12.25 .

Presentations on experiences gained, lessons learned to date, and expectations for work
sharing

The speakerswill describe their motives for sharing work, the barriers that arose and
how they were overcome. The government speakers will also describe their approaches
to decision-making following shared reviews, and industry will describe the challenges
companies face in making multiple submissions (i.e. to more than one country at the
same time).

- By the US and Canada (Claire Franklin, Canada-PMRA)

- Inthe EU (joint presentation by the EC and a EU Member state; Canice Nolan, EC,
and Mark Lynch, Ireland)

— By Australia(Les Davies, Department of Health)

— By industry (Martin Maerkl, GCPF/Aventis, France)

Discussion

I dentification of Break-out Groups

12.30 Lunch

14.00 Break-out Sessions A: Sharing thework to review new active substances

Workshop participants will divide into 5 break-out groups to discuss and answer the
following questions:

1.

What is your experience of work sharing as far as new active substances are
concerned?

Then, imagine yourself in 5-10 years from now:

2.

3.

What would be your ‘vision’ of work sharing? What would you like to see achieved or
made possible?

What will drive you (as representative from a small/large country, from industry, etc.) to
reach this ‘vision’ ?i.e. what would be the incentives for the work of pesticide review to
be shared?

What would you have to do to achieve this‘vision'? What would be your
approach/strategy? Considering the categories of resources, people, laws/policy,
science, infrastructure/technology, describe steps to be taken, possible problems or
barriers that could be encountered, and possible solutions to overcome these problems.
Who would you have to convince to make your ‘vision’ possible? And who are the
responsible partiesto carry out the steps to achieving the vision of work sharing?

Looking at all the actions you have identified during the break-out group session,
identify the most important steps (up to 5) to be taken, both in the short-term and in the
long-term? (Answers to these questions should help identify further projectsin the final
plenary session)

(to be continued on next page)
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All of the above-mentioned questions would need to be answered from different
perspectives, e.g. for small and large countries, for OECD and non-OECD countries, for
representatives of governments, industry, grower and consumer groups.

Coffee break will be taken some time during the afternoon (each group to decide when).

17.00 Breakout Sessions A (cont.)

» Discussions should stop; groups should start to review and agree on the outcomes of
their discussions (for inclusion in their break-out group report).

17.30 Finish for day 1

Late
afternoon  Preparations of break-out reports by Chairs and Rapporteurs

18.30 Evening Reception
(Charlemagne building, Rue dela Loi, 170)
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Tuesday 13" February

8.00-
9.00

9.00

(30 min)

10.45

11.00

15 mins
for each
presen-
tation

12.30

Meeting of all Chairs/Rapporteurs/Secretariat to:
Review and agree on the consolidated report from day 1.

Plenary 3: Sharing thework to review new active substances — outcome of
break-out group discussions

Report back to plenary on the break-out group discussions

Thiswill be done by one selected Presenter who will present a consolidated report for
Day 1 (presenting all common elements discussed by the different groups). Other
Chairs/Rapporteurs will have the opportunity to add issues that were specifically raised
in their group.

» Discussion between the Panel (Chairs and Rapporteurs) and the audience (to be
moderated by Vibeke Bernson, Sweden).

Note: Members of break-out groups will be also asked to review their group'sindividual,
written reports of Monday’ s discussions and return comments to their Chair/Rapporteurs
during the day.

Coffee

Plenary 4: Re-evaluation programmes and sharing the work on existing active
substances

* Presentations on experiences and lessons learned to date, and expectations for work
sharing:
Representatives from the US and the EU — who both have extensive re-evaluation/re-
registration programmes - will highlight specific issues related to re-evaluating existing
active substances including, where possible, barriersto work sharing and possible
solutions. A presentation from Australia will outline their experiences with using other
countries’ reviews to support their own national reviews and the problems encountered.
An industry representative will describe their experiences and concerns.

- Inthe US and Canada (Susan Lewis, US EPA)

— Inthe EU (Louis Smeets, EC)

— By Australia(Les Davies, Department of Health)
— By industry (Karen Pither, GCPF/Bayer, US)

* Discussion

Lunch
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14.00 Breakout Sessions B: Sharing thework to re-evaluate existing active substances

Breakout Groups will discuss and answer the same questions as those identified for break-
out group sessions for Day 1, asit concerns the re-evaluation of existing substances.
Break-out groups should pay particular attention to issues unique to re-evaluation.

1.

What is your experience of work sharing as far as existing active substances are
concerned?

Then, imagine yourself in 5-10 years from now:

2.

3.

What would be your ‘vision’ of work sharing? What would you like to see achieved or
made possible?

What will drive you (as representative from a small/large country, from industry, etc.) to
reach this ‘vision’ ?i.e. what would be the incentives for the work of pesticide review to
be shared?

What would you have to do to achieve this ‘vision’? What would be your
approach/strategy? Considering the categories of resources, people, laws/policy,
science, infrastructure/technology, describe steps to be taken, possible problems or
barriers that could be encountered, and possible solutions to overcome these problems.
Who would you have to convince to make your ‘vision' possible? And who are the
responsible parties to carry out the steps to achieving the vision of work sharing?

Looking at all the actions you have identified during the break-out group session,
identify the most important steps (up to 5) to be taken, both in the short-term and in the
long-term? (Answers to these questions should help identify further projectsin the final
plenary session)

All of the above-mentioned questions would need to be answered from different
perspectives, e.g. for small and large countries, for OECD and non-OECD countries, for
representatives of governments, industry, grower and consumer groups.

Coffee break will be taken some time during the afternoon (each group to decide when).

17.00 Breakout Sessions B (cont.)

Discussions should stop; groups should start to review and agree on the outcomes of
their discussions (for inclusion in their break-out group report).

17.30 Finish for day 2

Lae

afternoon  Preparations of break-out reports by Chairs and Rapporteurs
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Wednesday 14" February

8.00-
9.00 Meeting of all Chairs/Rapporteurs/Secretariat to:
review and agree on the consolidated report from day 2.

9.30 Plenary 5: Sharing the work to re-evaluate existing active substances — outcome
of break-out group discussions

(30min) « Report back to plenary on the break-out group discussions
Thiswill be done by one Presenter who will present a consolidated report for Day 2
(presenting all common elements discussed by the different groups). Other
Chairs/Rapporteurs will have the opportunity to add issues that were specifically raised
in their group.

» Discussion between the Panel (Chairs and Rapporteurs) and the audience (to be
moderated by Vibeke Bernson, Sweden).

Note: Members of break-out groups will be also asked to review their group individual,
written report of Tuesday' s discussions and return comments to their Chair/Rapporteurs
during the day.

11.30 Lunch

(Working lunch for of all Chairs/Rapporteurs/Secretariat to prepare for afternoon closing
session.)

13.30 Closing Plenary 6: Conclusions and Recommendations

e Summary of conclusions and recommendations on work sharing for new and existing
active ingredients proposed (Chair/Secretariat)

» Discussion and development of overall workshop conclusions and recommendations.
Aswell as addressing further work that could be done to improve the opportunities for
sharing the work of pesticide review among OECD Member countries, the workshop
should also consider how such could benefit non-OECD countries and other
international organisations involved in pesticide assessment.

* Review of actionsfor producing workshop report and for initiating (immediate) next
steps.

e Closing remarks by hosts.

16.00 Workshop ends
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Annex 2

Statements presented in the opening Plenary Panel
“ Expectations about work sharing from other stakeholders
(What isyour ‘vision’ of work sharing?)”
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GCPF Expectationsfor "Work Sharing"
Presented by Richard Nielsson

The crop protection industry companies represented by the Global Crop Protection Federation support, in
principle, governments sharing the work to evaluate new and existing active substances, which is called, in
short, "Work sharing." From the start, the industry has been involved in work sharing, and supports the
goal of improving the efficiency in evaluations of pesticides. We share the view that this is an important
activity coming at a time when resources in governments and industry are declining, and concerns are
growing over the time it takes to make regulatory decisions. The GCPF Background Paper for this
workshop covers in more detail current experiences, incentives and barriers, and proposals for the future
of work sharing, as well as examples of active projects.

The industry hopes that this workshop will be a positive step forward towards having its vision and

expectations for "work sharing" and, for harmonisation in general, advanced,

namely:

e Togain early market entry for its products;

e Toachieve global acceptance of the studies supporting the registration submission;

e To prepare one submission and have one review on the active substance. NOTE: Product reviews
should be maintained as separate national reviews,

»  To have agreement on data requirements and study protocols; and,

e Tostrivefor improved scientific quality through peer review.

As a genera principle, GCPF advocates that "work sharing" should be limited to the evaluation of
individual study reports and the generation of alist of critical endpoints.

We do not believe, that, in general, risk assessment can be harmonised and be part of "work sharing,"
because it is unlikely that critical elements, such as, country specific uses, agricultural practices,
environmental and climatic conditions, and dietary habits will be similar and can be harmonised between
countries on a global basis. It is, therefore, appropriate that risk assessments will be different because of
the differing situations between countries.

Looking further ahead, and trying to think "outside the box," so to speak, the workshop might like to
ponder if there are other areas which could be considered in the future, such as the development of global
reporting guidelines for original study reports which mirror the structure and headings of the Tier Il
summaries. In addition, to provoke thought about activities in the future, is there any way that the OECD
harmonisation efforts can be implemented jointly with CCPR/IMPR?
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I mportance of Regional Co-operation
Written Statement from Hungary

presented by Zoltdn Ocskd

Background: In spite of remarkable differences, due to the former general political system and
economical structure, the countries of this region have many similarities like institutions, decision making
procedure or sometimesit comesback to permanent contacts for hundreds of years.

Topic: This special condition is a fact, but at the same time it is aso a possibility, which makes the
regional co-operation evident. Any kind of such a co-operation (information exchange, or work sharing
etc.) could only be really effective if it becomes an integrated part of a “global” aspiration. This is what
should be emphasised.

Aim: The main goal of the establishment of CEUREG Forum was to spread information, to bring people
to work together and to help the integration to relevant national movement of pesticide registration
Because of the general responsibility of pesticide use not only the Central but also East European
pesticide registration experts were involved.

Results: The six meetings of the Forum have proved that the basic idea was good, but further efforts are
required to improve the activity. A comparable institutional (registration) structure, and technical
facilities, similar level of legislation and well trained experts are some of the basic elements of future co-
operation.

Conclusion: To use the human and technical resources more efficiently the only possibility isto share the

work to be done. In addition to the intention, well prepared partners are required. Regional organisations
could be also agood one.
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Statement from Califor nia Citrus Quality Council

Presented by Jean-Mari Peltier

The pace of change in management of agricultural pestsis accelerating for avariety of reasons;
e pest resistance;
e exotic pest introductions; and
» emergence of secondary pests, coupled with regulatory restrictions on the management of
existing pests

Management strategies are forcing growers to shift to alternative technologies. In the international arena,
traditional approaches to review and acceptance of these emerging pesticides cannot always keep pace
with this change. At the same time, international trade liberalisation and expansion make harmonisation
of pesticide standards a serious consideration in order to avoid costly disruption of trade.

Growers shifting to new, often less toxic pesticides may find their products unacceptable in international

markets due to the lack of global residue standards. Work sharing, and other efforts at international
harmonisation of pesticide issues, may offer a practical approach to addressing this serious trade issue.
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Vision of Work Sharing
Sahelian Committee for Pesticides
Institut du Sahel, BP 1530 Bamako, Mali

Prepared by Amadou Diarra and Francois Abiola
Permanent Secretary and President

Presented by Francois Abiola
Introduction

To ensure that pesticides used in the different countriesin the Sahel region of West Africa are effective, of
suitable quality and of low hazard to man and the environment, the CILSS Member States signed in 1992
the Common Regulation for the Registration of Pesticidesin CILSS Member States.

The objective of the Common Regulation is to combine the experience and expertise of Member States
with respect to the evaluation and registration of pesticides in order to ensure their rational and judicious
use, as well as the protection of human health and the environment .

The Common Regulation concerns the authorisation, placing on the market, use and control of the active
ingredients and formulated products of pesticides in the Member States. The Common Regulation is also
applicable to the authorisation, placing on the market, use and control of biopesticides. It defines the
following areas among others:

- scope and area of competence;

- registration conditions;

- registration procedure of aformulation;

- protection of confidential data;

- information;

- labelling and packaging;

- experimentation;

- control;

- composition, attributes and functions of the Sahelian Pesticide Committee

The Sahelian Pesticide Committee (CSP the French acronym), the common pesticide registration body,
became operational in 1994. It assesses registration dossiers submitted by the agro-chemical industry and
grants sales permits valid for all its Member States. A Permanent Secretariat is created to manage the daily
activities of the CSP.

Evaluation and registration of active ingredients and formulated products falls within the competence of
the Sahelian Pesticide Committee. It is carried out for all Member States.

Control of import, export, placing on the market, use and destruction of pesticides registered under this
Common Regulation falls within the competence of the responsible authorities of the Member States.

The Sahelian Pesticide Committee is responsible for :

- the examination and follow-up of registration applications ;
- thepreparation of alist of public institutions authorized to carry out trias;
- thepreparation of alist of laboratories authorized to carry out analyses for assessments ;
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- thedefinition of methods for the control of the composition and the quality of products and
their evaluation with respect to man, animals and to the environment ;

- thedefinition of technical guidelines on the data to be provided and the studies to be conducted
for the registration by the applicant ;

- theupdating of aregister of registrations and authorizations ;

- theestablishment of an inventory of pesticides used or commercialized in the CILSS Member
States ;

- thepreparation of alist of pesticides which useisbanned or severely restricted in the CILSS
Member States ;

- themaintaining of relations with the National Pesticide Management Committeesin the CILSS
Member States.

The Sahelian Pesticide Committee meets twice a year. An extraordinary session can be convened at the
request of the President .

The Sahelian Pesticide Committee is composed of :
- two experts of each Member State ;
- threetoxicologists working in the Sahel ;
- the Permanent Secretary of the CSP;
- representatives of organizations working on pesticidesin theregion ;
- representatives of international organizations such as FAO and WHO ;

The experts are selected within different sectors of plant protection, toxicology, eco-toxicology or
chemistry.

How doesthe Sahelian Pesticide Committee proceed with registration of pesticides ?
First step

The applicant sends a complete dossier required for the registration request to the
Permanent Secretariat of the Sahelian Pesticide Committee (CSP), at Institut du
Sahel in Bamako, Mali. For this purpose, the Permanent Secretariat of the CSP has
available for each applicant the model registration dossier.

The Permanent Secretariat of the CSP registers the dossier and acknowledges
receipt to the applicant.

The applicant pays the examination fees.

The Permanent Secretariat of the CSP verifies the completeness of the dossier and, if
essential information is missing, informs the applicant to complete the dossier.

The Permanent Secretariat submits the dossier to the experts of the CSP.
Second step
The CSP examines the dossier and may either:

- decideto fully register the pesticide in the Sahel for five (5) years,
- deliver aprovisional registration for a duration of three (3) years while waiting for additional
studies,

31



ENV/IM/MONO(2002)16

- maintain adossier under assessment, awaiting additional information,
- deny registration of the pesticide.

Theregistered or provisionally registered pesticide bears a single number for al the CILSS
Member States.

Third step

The Permanent Secretariat of the CSP informs the applicant and the Member States
of the decisions by the CSP.

The Permanent Secretariat publishesthe list of registrations and provisional
registration in a CILSS publication.

Vision of work sharing

As seen from the registration procedure, the experts of the Sahelian Pesticide Committee rely solely on
information given by the pesticide industry. The main work has been so far based on verification for
completeness of the registration dossier. The first question is : Is the information requested by the experts
given or not ? The second question, that is the most important is : Is the given information correct ? A
third question is : Is the information good enough to grant a provisional registration ?, a definitive
registration ?or is there a need to request another set of data for further evaluation.

Thefirst question is easy to answer.

In order for the Sahelian Pesticide Committee to answer the other questions, it needs information from
other sources for “cross checking”.

Some information is available on the “Net” but most of the times the in-depth studies are not available.
Further more with the limited human resources, the Sahelian Pesticide Committee can not afford to
evaluate primary data. Its evaluation is mainly based on summaries.

The OECD data base for pesticide reviews (mainly for new material) can be of great valueto the Sahelian
Pesticide Committee in order to take more accurate decisions. Harmonized monographies developed by
OECD could become areference for the registration of pesticidesin Africa

The Sahelian Pesticide Committee registers pesticide formulations and not active ingredients because
formulations are the end products used by farmers. The quality of the product greatly depends on the
formulation. Different formulations of the same active ingredient may greatly differ in toxicity levels.
This is the reason why evaluations results of new active substances are necessary for the Sahelian
Pesticide Committee.

The work conducted in the Sahel region is mainly based on evaluation of efficacy data. This datais part of
the dossier and is quite easy to evaluate. Most toxicological data are not conducted in the Sahel. The
experts rely only on work conducted in Europe, the USA and Japan. Most countries in the Sahel do not
have their own residue limits. They rely on what is given in the dossier.

With the OECD studies, the Sahelian Pesticide Committee could become afocal point for information on

pesticides for the nine CILSS member states. We at the Sahelian Pesticide Committee, would like to
develop close relationship with OECD as far as pesticide evaluation is concerned.
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Work Sharingin the Pesticides Field:
Present Experience and Future Expectations from a Small Country Point of View

Presented by K. Markakis, Ministry of Agriculture, Greece

Dear Ladies and gentlemen,

It isreally a pleasure for me to be here to speak about a very interesting issue that is the work sharing of
Agricultural Pesticide Reviews.

It isalong time that discussions started at an international level on this issue but until now only bilateral
agreements have been achieved. Nevertheless, in the last years many countries have expressed in one way
or the other their wish to collaborate at an international level in an effort to reduce the workload at the
national level.

In this context Greece, as a member of the EU, is very proud for taking actively part in the evaluation of
dossiers of existing or new compounds and to share this work with the other Member States.

In the first stage of the review program, Greece was rapporteur for 5 compounds (2,4-D, 2,4-DB,
Quintozene, Chlozolinate, Fention). All monographs have been prepared and submitted to the Commission
on time.

In the context of the second stage of the review program Greece is rapporteur for 3 compounds
(Cadusafos, Trifluralin, Prometrin).

In the meantime Greece was selected by industry to be rapporteur for two new for the European Union
market compounds: Cyclanilide and Acetamiprid. The monograph for Cyclanilide has been prepared and
was submitted to the Commission long time ago while for Acetamiprid the monograph is expected to be
submitted on the first days of February 2001.

Therefore, we have already gained a lot of experience in the evaluation of dossiers and in writing Review
Reports of high-level standards. It is also beyond any doubt that Greece itself has gained a lot from the
close contacts with the experts from other Member States and the international community.

Nevertheless, for a small country like my country it is rather difficult to run and to maintain such an
organization. The human and financial resources involved are quite remarkable.

Greece is expecting constructive proposals from this workshop in that direction enabling organization to
share the work performed at national level with other countries of the international community. An effort
should be made to avoid duplication of work.

We are particularly interested to share the work in the evaluation of the data for most of the sections a
modern dossier is composed. We have the feeling that the data requirements at international level are quite
close. What it required at this stage is the mutual understanding and trust in the evaluation of these data to
reach certain important conclusions like the ADI, ArfD, MRL’ s etc.

Certainly the registration of the products should remain at national level taking into account the specific
environmental and agricultural conditions.

In our opinion an agreement at international level will contribute to release a big part of the work done at
national level and to concentrate our efforts in the local problems and in the post-registration control of
pesticides.
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From the prospective of a small country like Greece and in connection with the initiative undertaken by
OECD on work sharing these are our future expectations:

Small countries that have already proven their capacity to cope with this work to be actively
involved in the program

Countries in which agriculture is an important sector in the national economy and as a
consequence of that, the amount of pesticides used is quite relevant, should be actively involved in
the development of test guidelines matching the specific climatic/agronomic conditions prevailing
in these countries

Small countries should be active members in the decision making process concerning the
development of “positive lists” of compounds.

It is for the benefit of all stakeholders but also for an effective protection of the environment and
humans to remove the barriers in the area of the evaluation of pesticides and to make it more an
international process rather than a national one. Overall, the effective protection of the
environment and humansit is a concern for all.
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Written Statement from New Zealand
Presented by J. Reeve, Ministry of Agriculture

¢ New Zealand would like to see the workshop achieve the sharing of experiences of regulatory
authorities in how the sharing of assessments are being used, and as to whether there has been any
issues arising out of this sharing

¢ New Zeaand specifically uses the work sharing to ease pressure on very scarce toxicology resources.
We currently have access to up to only three experienced assessors, but because we have an
agriculturally based economy, we will get aimost the same range of pesticides being registered, and in
the same sort of time frame that the larger authorities experience. We utilise the toxicology
monographs prepared by other OECD counties as if they were our assessments (after checking that the
data we hold matches that in the monograph), but putting our own conclusions (taking into account the
regulatory framework within which we work, and the specific New Zealand environment). The
assessment of the toxicology package, and preparation of the monograph are time consuming. Thus,
the utilisation of other monographs in this way enables us to considerably shorten the time frame
needed to have a new pesticide properly reviewed prior to its registration, and also ensure that we can
keep pace with the numbers of applications for registration of new pesticides. We are a cost-
recovered agency and charge applicants for the time taken to work on their applications, and the
utilisation of other countries monographs therefore can considerably cut the costs of obtaining a
pesticide registration in New Zealand.

¢ The considerable assistance the sharing of toxicology assessments has given the New Zeaand
Regulatory Authority has meant that we are able to maintain a high level of efficiency in handling
applications for registration while not compromising the robustness of the registration process. This
has also enabled New Zealand to keep its registration fees to alevel that is affordable to the pesticide
industry, given the relatively low level of pesticide use (the total use rate of all active ingredients is
estimated to be approximately 3500 tonnes per year). New Zealand toxicology assessments are now
much more weighty documents (to try to ensure their usefulness to a requesting authority, and to meet
the requirements of the OECD Guidelines), and hence more robust also. Minuses include the resource
implications in the need to keep up with our international commitments arising from this work (eg
supplying statistics to OECD), and the requirements for much more detailed reviews than were written
previougly.

¢ Our vision for the future is that we hope to be able to increase the level of our own input into the
preparation of monographs that can be used by others, and that monographs become available
electronically (particularly viathe internet). Thiswould appear to require the resolution of any issues
relating to the confidentiality of data and monographs.
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Annex 3

Breakout Group Reports

This section presents each of the five breakout groups reports for both new and existing active
substances. Reports for ‘Sharing the Work on New Active Substances are included in A.3.1, while
reports for ‘Sharing the Work on Existing Active Substances’ are in A.3.2. The composition of each
breakout group can be found in A.3.3. In general, the breakout groups have presented their discussions as
bullet point statements in answer to each of the six questions, reflecting the views of all of the participants
in each group. These reports were written by the rapporteurs and reviewed by all members of each
breakout group before submission to the OECD Secretariat for inclusion in the final report. The OECD
Secretariat may have made minor editorial changes during the writing of the final workshop report.

A.3.1 SharingtheWork on New Active Substances

Report of Group 1 —New Active Substances

1. What were some of the experiencesin sharing work on new active substances?

Joint reviews within Nordic countries; use of monographs from one country to make
decisionsin al countries worked well; harmonised data requirements and dossiers.
Review of monographs from other countries for national authorisation.

Registration for a seed treatment replacement - grower participation, common MRLs
were given important consideration.

Assessment of dossiers within EU; new project with the US.

EU member states sharing tasks of rapporteur/co-rapporteur.
US/Canada/Australia/lreland joint review programme.

Use of OECD database and reviews of other countries to facilitate national reviews.
Canada/US reviews have shown that the more countries work together, the more they
appreciate each other’ s capabilities and trust each other.

What has worked well

Common application form.

Harmonising guidelines, criteria.

Transparent and open communication.

Good, complete dossiers and monographs.

Reaching agreement on endpoints.

Close communication with growers on label application use rates and timing of
registration relative to use season.

Good collaboration with co-rapporteur.

Harmonising data requirements.

EU dossier format helpful, unified format.

Flexibility of ECCO process.

Transparency, especially after the monograph has been produced.
Work sharing between participating countries.
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Sharing reviews, which reduced timelines.
Management commitment.

Better science over time.

Common data sets.

Reduction of trade problems.

What did not work well

Balancing work sharing and work required for national reviews; increased effort on
work sharing left fewer resources for national reviews.

Variable quality of monographs.

Variable quality of OECD database; dataincomplete, especially for future planning.
Guidelines for risk assessment not harmonised.

Lack of discussion of potential problemswith legal services.

Establishing the same priorities in participating countries.

Different uses in the submission, which complicates the process.

2. What isthevision of work sharing?

Mutual trust by participants, so studies would not have to be re-reviewed by second
and subsequent countries.

Common data requirements and common guidelines.

Common submissions on global/regional basis; improved communications within
companies.

In monographs, regul ators using summaries prepared by industry.

All crops covered.

Electronic monographs.

Scientific exchanges.

Global agreement on endpoints, with one global list of endpoints.

Smaller countries contributing to specialised areas.

World forum with experts from different countries working for a period of time on
pesticides; increased communication between experts.

Electronic submissionsto all agencies.

Submission of common dossier of data, reviewed once and used by others, and adding
national requirements and making national risk assessment.

Greater participation by non-OECD countries.

3. What aretheincentivesor driversfor work sharing?

Efficiency gains.

Heightened public awareness of different standards between countries, and increased
public confidence in pesticide registration system.

Trade, harmonised MRLSs.

Improving quality of science.

Reducing risk of pesticide use worldwide.

For industry, earlier and less costly market entry, reduced development cost and faster
return on investment.
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Eliminating duplication of studies and reducing development cost through harmonised
and well understood data requirements.

Dedling with declining registration resources; increasing flexibility in how such
resources can best be used, i.e. through re-prioritising regulatory resources in other
areas.

With work sharing, there is more time to study chemicals and make appropriate risk
assessments.

4. What approaches should be used to overcome the hurdlesor barriersfor work
sharing?

Use OECD guidance document.

Establish a forum to address harmonised requirements, studies and endpoints and
encourage their global acceptance; consider common data requirements.

Better co-ordination by industry of global registration submissions, with a clear
demonstration of the advantages this would bring.

Increased communication and exchanges between scientists.

Workshops/forums to develop guidance documents, and increase trust through personal
acquaintances.

Encourage those working with electronic submissions to share experiences with others.
(Canada and US to host aworkshop which will be held in October 2002.)

Work on harmonised guidelines by the OECD Working Group on Pesticides & Test
Guideline Programme.

Progressively expand involvement of nhon-OECD countries.

Develop scientist exchange programmes.

Develop regulatory staff exchange programmes.

5.  'Whom would you have to convinceto make your vision possible? Who isresponsible?

OECD Member countries, regulatory agencies of those countries, EC Commission.
Convince OECD Member countries first, then extend effort to non-OECD countries.
Marketing managers of chemical companies.

Scientists in the agencies carrying out the reviews.

Consumers.

Environmental Non-Governmental Organisations (NGO).

Animal welfare activists.

Grower groups.
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6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Establish aforum, through the OECD WGP, to assess technical problems.

Have the OECD WGP consider confidentiality issues, and discuss with industry or
change legidation to permit early information exchanges.

Overcome possible misuse that could occur if reviews are released before they are
made final.

Member countriesregions need to investigate national legidation to determine
limitations on work sharing.

Share information on ongoing reviews.

Include non-EU countriesin ECCO reviews.

7. ldentify the most important actions discussed during the breakout session.

Short term

Need for additional resources in the short —term.

Agree common data requirements.

Develop guidance documents for reporting studies, drafting dossiers and drafting
monographs.

Expand common requirements from toxicology to ecotoxicology and environmental
fate of pesticides.

Hold technical workshop to agree on common endpoints, e.g. ecotoxicology and avian
toxicology.

Investigate legidative barriersin different countries.

Develop zoning project for residue trials.

Build trust between scientists through greater interactions (global ECCO).

Longterm

Change legidlation.

Publish reviews, so that others can benefit from them.
Create electronic formats (mid term).

Set up staff exchange programmes.

Communicate assessment summaries to public.
Develop one common dossier.

Establish an international database on products.
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Report of Group 2 — New Active Substances

1. What were some of the experiencesin sharing work on new active substances?

Experiences included the following areas:

CODEX.

Rapporteur/Co-Rapporteur system.

Regional co-operation, e.g. Nordic countries, Austria/Germany mutual recognition, etc.
Joint evaluations — involving various countries.

SAHELIAN initiative — pooling of expertise.

No experience yet — but willing to participate.

2. What isthevision of work sharing?

Need to see areturn (reward) for time and effort already invested in work-sharing, such
as elimination of duplication of work, build-up of trust between expert evaluators,
increased efficiency.

Global, harmonised data requirements and guidelines.

Parallel reviews by 2 countries, globally peer reviewed resulting in a single revised
assessment report.

Conducting national risk assessments, using globally harmonised models.
Co-ordination and exchange of evaluations, evaluation plans and policies.

Evaluations to identify hazard and endpoints.

Earlier access to markets.

Sharing of evaluations/risk assessments with smaller or under-resourced countries.
Development of a database and lines of communication for experts/expertise — to be
used for specific consultation on abilateral basis.

3. What aretheincentivesor driversfor work sharing?

Increased efficiency in the use of (scarce or decreasing) resources.

Lower coststo all stakeholders.

Risk reduction arising from earlier registration of newer and better products.

Common data requirements.

Criteria and assessment based on science.

Satisfying public demand for increased food and environmental safety, increased
transparency and increased efficiencies.

Aninternationally agreed process will have greater credibility.

4. What approaches should be used to overcome the hurdles or barriers for work
sharing?

Exchange experiences, experts, plans, etc.
Set realistic goals.
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«  Develop an international report on the benefits of work sharing so as to help influence
policy makers.

*  Provide adequate staffing and competence.

e Examine and understand national legislation and procedures.

e Internationally harmonise IT software.

5.  'Whom would you have to convinceto make your vision possible? Who isresponsible?

e Government policy makers and reviewers.
e Genera public — users and consumers.
e Industry.

6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Short term

e Begin the harmonisation of common data requirements, guidelines for studies,
reporting and dossier preparation.

»  Begin the harmonisation of common assessment formats and models.

e Exchange of key experts —technical and administrative.

e ldentify and overcome the barriers in information exchange, e.g. language, IT
compatibility.

e ldentify the benefits of harmonisation in an international report.

Long term

e Finalise common data requirements.

e Establish acommon approach to risk assessment models.

e Generate the methods to obtain appropriate data for the models.

» Establishthe ‘joint evaluations' procedure as an accepted practice.
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Report of Group 3 — New Active Substances

1. What were some of the experiencesin sharing work on new active substances?

Better use of resources.

Transparency of decisions.

Improved collaboration on science and decisions.

Guidance documents for protocols for all scientific disciplines.

Harmonised protocols and endpoints.

Improved access to databases.

Lack of industry support for work sharing and exchange of risk assessments.
Predictable, more timely decisions.

2. What isthevision of work sharing?

Seamless and apparent process.

Predictable and global schedules.

Effective collaboration and communication with all stakeholders.

Improved technological capabilities for developing countries.

Information (including dossiers and monographs) is readily exchanged electronically.
Harmonised science (data requirements, endpoints, exposure scenarios, evaluation
process) and common submission.

3. What aretheincentivesor driversfor work sharing?

Improved communication and education, and convincing senior managers of benefits of
work sharing.

Reacting to pressure to do more in order to improve quality and efficiency.
Quicker market access for producers.

Identification of goals.

Technology transfer to developing countries.

Harmonisation of processes and data requirements.

Improved planning for activities.

Co-operation between countries, government, industry, and growers.
Better sharing of reviews and decisions.

Reduction of trade barriers — provisional MRLSs.

Incentives to participate.

4. What approaches should be used to overcome the hurdles or barriers for work
sharing?

Submitting complete dossiers:
- Incentives/rewards

- Disincentives /penalties.
Accessto e-mail and Internet.
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Building information resources, regional systems.

Support by al management levels:

- Inter and intra-organisational .

Consistent communications and processes.

Shared vision, with support from others.

Participation by ALL parties.

Document sharing without impediments.

Identification of legal and policy constraintsin all countries:
- Work to eliminate them.

Instituting scheduling process.

Identify process — steps/schedule:

- Individual countries, companies

- Multiple countries.

Pilot projects.

Establish work groups to solve problems, build processes (e.g. NAFTA).
Incentives.

Whom would you have to convince to make your vision possible? Who is responsible?

Convince al staff managers; educate stakeholders, growers and trade organisations.

Identify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

OECD WORKING GROUP ON PESTICIDESTO TAKE THE LEAD

Identify incentives for participation by industry, government, and all other stakeholders
(including consumers).

Define clear goals, and set up process for this to succeed — with transparency for all
stakeholders

- Documentation.

Agreed upon endpoints, protocols, processes, submissions, residue zones,
PHED/EUROPOEM, environmental scenarios (FOCUS),

- Documentation.

Pilot projects (to be identified)

- Measure progress, costs and benefits, then communicate these

- Documentation.

Reassess, improve the process

- Documentation.

Full-scale work sharing on new active substances.
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Report of Group 4 — New Active Substances

Aims of global work sharing:

L] L] L] L] L]

To improve public and occupational health and safety

To reduce risks to the environment

To reduce assessment workloads

To increase public confidence in regulatory decision-making
To reduce trade barriers

What wer e some of the experiencesin sharing work on new active substances?

Some non-EU countries moving towards compatibility with EU/OECD guidance.

EU — harmonisation of legal basis, data requirements.

Need to talk to each other, understand each other’ s perspectives.

Concern that work sharing will cause too much work, need to show others the benefits.
Concern with non-compatibility of Electronic Data Submission systems.

Standardised monograph format has been abig advancein EU

Regulatory experts have learned from each other.

Involvement of grower groups important.

Some countries need assistance in developing assessment expertise, and have little
experience in work sharing.

Other countries have at least 7 years experience in work sharing; building trust may
take 3-5 years; face-to-face contact important. Time to decision only marginally faster,
but reduction in trade irritants.

Up-front costs with work sharing; need to know whom to contact in other agency.
Work-sharing success can depend on quality of reviews obtained.

‘Opportunistic’ use of reviews by othersvs. full joint reviews - benefitsin both.

What isthe vision of work sharing?

Move towards joint reviews for greatest efficiency (ultimately more useful than parallel
review).

JMPR to make use of OECD formatted dossiers and to prepare their
reports/monographs in line with OECD format.

Countries to make national reviews in OECD format, available to JMPR, and co-
ordinating this with industry submissions of the supporting data.

Better standardisation of joint review formats.

Easy access to each other’ s databases at an international level.

Companies take a more active role in getting joint work sharing started.

Countries share review schedules, draft hazard/risk assessments, etc.

Transparency in process.

Establishment of an OECD co-ordinating group, assisting countries seeking work
sharing opportunities. It could also provide a co-ordination point for sponsor
applications.
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A faster rapporteur/ECCO system in EU.

Much better work by agencies on re-registration; new agricultural chemicals are driven
by industry/commercial considerations.

Common format; each chemica reviewed once; common, streamlined, modular
processes (including database requirements, test guidelines, etc.), with more interaction
between regulators and industry.

Mutual recognition of core data evaluation (hazard assessment).

Extension of advances to other chemical types.

Public, OHS and environmental safety is paramount!

More regiona co-operation,such. asis occurring with EU, NAFTA, Sahel.

What aretheincentives or driversfor work sharing?

Fewer trade irritants, reduction in barriers to trade.

Reduction of workload (industry and regulatory agencies), and a more equitable
distribution of workload; fewer industry and regulatory resources needed.

Heightened public perception of the risks posed by pesticides — need for national
regulatorsto justify regulatory decisions vis-a-vis decisions in other jurisdictions.

More opportunities for staff; more interaction with other agencies, and staff exchanges.
Increase in available time may give people opportunity to be involved in other areas
within their agencies, e.g. research, registration, and thus motivate staff.

Need for more streamlined process for harmonisation of MRLS, including increased
standardisation of approaches.

What approaches should be used to overcome the hurdles or barriers for work
sharing?

Staff interaction, exchanges.

Get more guidance on OECD guidance documents.

Encourage JMPR to use OECD guidance.

Need for increased buy-in from all levels, all areas.

Commence/continue with ‘work sharing’ at al levels, from simple information
exchange, face-to-face visits, etc. — ‘hasten slowly’!

Work sharing in groups according to the pesticide, e.g. arice insecticide.

‘Convince my bosses!” Spread the message that work sharing will not complicate the
work and will lead to greater efficiencies.

Continue preparation of guidance documents for OECD Member countries on different
technical issues; continue harmonisation of data requirements, TGs, formats, etc.
Education of company dossier writers.

Work sharing activities must show quickly that they reduce the workload.

Whom would you have to convince to make your vision possible? Who is responsible?

Legal barriers, e.g. Californialegal requirement to legal review.
Legal barriers — data confidentiality issues; industry and/or country laws.
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Smaller countries — addressing their concern that their views will not hold ground
among larger players.

User groups - not commonly a part of the process.

CCPR member countries need to be informed of OECD harmonisation/work sharing
activities and encouraged to support IMPR use of OECD-formatted dossiers and
national reviews.

Senior and middle management need to be convinced, along with technical staff.
(Caution not to hasten too quickly.)

National laws may need to be amended.

Industry needs to use the dossier guidance.

Pragmatic approach — try work sharing.

6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Continue moving forward on harmonisation of data requirements, test guidelines, level
of reporting, using OECD dossier and monograph guidance; stepwise approach on data
reviews for some successful ‘wins — ‘hasten slowly’. Start simply (e.g. hazard
assessment), ultimately moving towards exposure and risk assessment where possible.
Implement what we've agreed on within 5 years — follow-up in the intervening time,
i.e. ‘Get on with it'! For whatever is done, set milestones and targets, and meet them
(and devel op indicators to measure whether we have succeeded).

Identify the problems and issues arising from previous work sharing exercises and
identify some new active substances for further work sharing.

Demonstration of benefits will lead to buy-in at al levels, including all stakeholders,
e.g. consumers, pesticide industry, regulators, grower groups. Exchange of scientific
staff will lead to development of trust.

Draft a process description/SOPs for joint reviews and develop a ‘road map’ of
similarities and differences in data requirements, study protocols, etc.

Establish a mechanism for co-ordinating assessments of new active substances and
review schedules (and encourage countries to examine the possibility of advising such,
if they currently can’t do so.)
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Report of Group 5— New Active Substances

1. What were some of the experiencesin sharing work on new active substances?

First experience was difficult; second experience was better. Limited possibilities with
minor crops... this needs more attention.

Too many surprises at the end of the process. Anticipate problems!! Communication up
front should have been improved.

Freguent communication is essential ... need lead contacts at regulatory agencies.

Work sharing, especially initialy, is time consuming. Need guidance documents and
processes to reach decisions.

Cannot harmonise around products... must focus on active substances.

Recommend parallel review initially to pilot work sharing. Start with a simple case to
build trust and confidence. Do not select an active substance which has concerns.

Face to face meetings between regulators were important. Also need management buy
in up front.

EU reviews at the country level first and then peer reviews afterwards.

Need to begin the process with hazard identification...risk comes later.

Parallel review isbut afirst step to bring countries together.

Several countries have no direct experience beyond EU with formal work sharing.
Commonly agreed upon risk models do not exist.

Problems expand with number of countries involved.

2. What isthevision of work sharing?

A single data package is preferable.

Need a final review document (amended after peer review) to share with other
countries. Free exchange of review drafts leading to a common final report.

WHO and EU need to work closer together.

More work sharing between US/Canada and Europe.

Know which active substances are being reviewed by country... a collective picture.
Will facilitate work sharing.

Faster time to market.

Agreed upon common list of requirements and protocols. Also agreed upon regional
requirements.

Standardised OECD review formats and a single data numbering system.

Work sharing also involves less developed countries. Also addresses minor crop issues.
More use of bridging data... extrapolation.

Standardised MRL (globally) which leads to areduction in trade barriers.

Reduction of local data requirements.

Agreed upon residue zones and devel oped global residue bases by product.

3. What aretheincentivesor driversfor work sharing? (Not Addressed)

4. What approaches should be used to overcome the hurdles or barriers for work
sharing? (Not Addressed)
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5.  Whom would you have to convinceto make your vision possible? Who isresponsible?

and

6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Top five priorities

1.

oo

OECD harmonisation efforts should be expedited. (test guidelines, guidance documents
on tox studies, MRL, €tc).

Industry needs to take more of a global approach to submissions, where possible. Inform
regulators where submissions are being made to facilitate exchange of information
between countries. Industry needs to harmonise use patterns between countries.

File import tolerances earlier to remove trade barriers and submission to CODEX.

Start with asimple case to build trust and confidence.

A common list of data requirements and test guidelines must be developed by OECD
with acommon numbering system.

Other steps

Identify minor crops on which the active substance might work.

Industry should serve as afocal point for minor crops.

Industry should submit reviews from other countries to regulator (questions about
confidentiality still need to be resolved).

Make the MRL chapter public.

Industry should seek, where feasible and practical, to reduce the number of
formulations it registers.

Regulators should use extrapolation of data more.

A global plan to identify where work sharing opportunities exist needs to be developed
by OECD countries.

Predictable timelines and science up-front, i.e. don’t change requirements during the
middle of the review. Communication throughout the review.

Provide economic incentives, through harmonisation, for industry to register on minor
crops.

Reduction in fees for industry.

Accept modelling for MRL calculations.

Consistent instruction on screens and preliminary evaluations.

A single data numbering system should be adopted.

Increase training for devel oping countries.
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A.3.2 Sharingthework on Existing Active Substances

Report of Group 1 — Existing Active Substances

1. What were some of the experiencesin sharing work on existing active substances?

Dossiers from different notifiers are difficult to handle, prefer task forces.

Incomplete dossiers; better completeness check and whether standard guidelines were
used.

Quality of older studies, level of acceptance between countries different.

Different specifications between substances from different notifiers may pose big
problems for the review.

With several manufacturers of the same product, who fills data gap?

Not always possible to form task force, proprietary rightsissues.

Difficulty using published studies; do not know purity of substance used; test protocols
not standard. Variable quality of science.

Monograph should contain evaluation of quality of studies submitted.

Submit all information and justify selection of relevant data; needed to verify
differences or similarities of results from published studies, and to answer industry
guestions on worthwhile use of resources; provides predictability to
regulators/reviewing scientists.

No requirement (in US) to submit duplicate studies with same resullt.

Reviewers need to know about other studies.

Different databases in different countries, as a result of the different times submissions
were made.

2. What isthevision of work sharing?

Process

Internet listing of all work done by others, full access to databases and fully detailed
reviews.

Consultation with growers, particularly regarding uses that are not supported,
mitigation considerations in light of actual use patterns, development of alternatives,
and impact of MRLs not supported on trade.

Communication with exporting countries regarding loss of substances and replacement
with newer substances; replacements may be higher priced; trade implications.

Get over backlog of reviews so that programme is current regarding adverse effects
assessments.

Industry provides on regular basis, as required by local legislation, reports of adverse
effects (already on-going programme in US [6(a)(2)]), and updates all available
reports. Post reports on the OECD web site.

Establish forward-looking system for simultaneous reviews for plant protection
products with identical/similar uses (already in operation in Norway and Sweden).
Compare reviews on active substances with reviews from non-EU countries, to build
mutual confidence and understand differences between countries; identify areas for
harmonisation.

49



ENV/IM/MONO(2002)16

» Joint assessments based on cumulative risk assessment methodol ogy.

»  Methodologies developed for endocrine effects assessments.

e Have review programme completed in the EU. [NB: When a substance is listed in
Annex 1 in the EU, an overal summary on the regulatory decision and how it was
reached will be published on the Internet, with 3 background documents: background
document A - monograph; background document B - peer review; and background
document C - how data gaps are satisfied, and addenda to original monograph. In the
US, when the risk assessment is completed (Phase 5), the risk assessment and the
endpoint selection are published on the Internet, saying why endpoints were selected,
but giving no full detail on assessment of individual studies.

e Develop common formatting guidance for monographs. US jointly developing
templates with Canada, which are more detailed than EU monograph; noted that there
isaninsufficient level of detail in OECD monograph.

Harmonised templates for studies and harmonised summaries considered by some
more important than extent of monograph.

»  Electronic data transfer and communication between countries.

e Gain experience on the OECD formats within 5 years, and undertake to review the
formats at the end of that period.

(In the case of MRLs not supported in the EU, they are reduced to the LOQ. Study Codex tolerances to
determine which of the non-supported MRLs are based on non-EU data. Publishing list of tolerances,
which will disappear in 2003, and what will be required to maintain them. For exports to EU, large
programme to support tolerance efforts by developing countries. Requirements for import tolerances
published on Internet. Aggregating residue legisation this year will permit changes to be made. Import
tolerances based only on dietary assessment, at this time, and certain number of trials required to give
confidencein MRL.)

Prioritisation

e Open, transparent publication of review schedules to assist others in prioritising their
review schedules.

3. What aretheincentivesor driversfor work sharing?

*  Global risk reduction.

e Harmonised reviews globally minimise negative trade impacts on growers.

e Efficiency gains.

e Work sharing will minimise issues resulting from different methodologies and
discrepancies in hazard and risk assessment.

e A more predictable and more harmonised process may result in lower cost for support
which may result in maintaining support for a product, as opposed to making decisions
on aregional/national basis, asisthe case how.

»  Work sharing for import tolerances, as a result of no notification for support in Europe.
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What approaches should be used to overcome the hurdles or barriers for work
sharing?

Publicise availability of review documents for use by others.

Consultation with growers so they are aware of likely consequences, with industry
regarding replacement strategies, and with exporting countries on consequences (unless
import tolerances are put in place).

Finish reviews - JUST DO IT. Ensure timely finalisation of existing programmes.
Decisions to cancel substances may increase awareness of the availability of
alternatives or their devel opment.

Implement global adverse effects reporting system, analyse periodically to determine
trends.

Use reviews from other countries to build confidence and identify areas needing
harmonisation.

JMPR might use country reviews, note differences between country approaches.

Jointly develop new scientific approaches, such as cumulative risk assessment,
probabilistic methods and assessment of endocrine disrupters.

Need to complete work along current directions before considering changesin policies.
Encourage use of OECD formats.

Whom would you have to convince to make your vision possible? Who is responsible?

Governments’fJM PR have to be convinced to harmonise review schedules, on a limited
basisinitially, to start work sharing process. Need a master list to start.

Encourage flexibility of EU member states and others in their review process. For
example, EU rapporteurs can use reviews of non-EU countries in preparing their
monographs.

Need to convince regulators and administrators that efficiencies can be achieved and
standards maintained through work sharing.

Fine tune schedules within the limits of existing schedules.

Identify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Develop pilot project, with co-ordinated review of an (or few) existing substance, to
identify problems.

Increased utilisation of the OECD formats for dossiers and monographs.

Global list of planned and ongoing reviews.

Plan for work —sharing.

Communication with growers regarding global list of planned reviews.

Links from OECD web site to sites for national/regional reviews.

OECD Working Group on Pesticides would be the lead agency.

Conduct meta-analysis of reviews from the EU with the work of others to identify
differences in hazard analysis, risk assessment methodologies and decisions made.
From that, suggest a programme of work for harmonisation. This work might be
contracted out and funded jointly.
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Note the US probabilistic approach may result in large differences compared to EU
results. Suggest widely publicising differences in approach, such as probabilistic
assessments, so that considerations for harmonisation can be started.
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Report of Group 2 — Existing Active Substances

1. What were some of the experiencesin sharing work on existing active substances?

Experiences included the following areas:

CODEX.

Assistant rapporteur system.

Regional co-operation, e.g. Nordic countries, Austria/Germany mutual recognition, etc.
Joint and opportunistic evaluations — involving various countries.

SAHELIAN initiative — pooling of expertise.

No experience yet — but willing to participate.

Peer review programme.

Circulation of draft re-evaluation reports — industry co-operation required.
The need for proper planning between countries and international organisations.
Sometimes re-eval uation reports were not complete — references missing.

2. What isthevision of work sharing?

Need to see areturn (reward) for time and effort already invested in work sharing, such
as elimination of duplication of work, build-up of trust between expert evaluators,
increased efficiency.

Fully co-ordinated and strategically planned peer review programme (eg. JMPR
evaluation to follow national or regional re-evaluation of the substance).

Global, harmonised data requirements and guidelines.

Parallel reviews by 2 countries, globally peer reviewed resulting in a single revised
assessment report.

National risk assessments conducted using globally harmonised models.
Re-evaluations, re-evaluation plans and policies to be exchanged and co-ordinated.
Re-evaluations to identify hazard and endpoints.

A single dossier — formation of task forces.

Internationally co-ordinated peer review strategy.

Criteria and assessment based on science.

Sharing of evaluations/risk assessments with smaller or under-resourced countries.
Involve growers (particularly of minor crops) to actively participate.

Application of the substitution principle (to replace the more hazardous compounds
after comparison with alternatives).

Develop a database and lines of communication for experts/expertise — to be used for
specific consultation on a bilateral basis.

Set up a harmonised timetable for ongoing re-evaluations.

Use information gathered outside the registration process (e.g. monitoring data).
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3.

What aretheincentivesor driversfor work sharing?

» Increased efficiency in the use of (scarce or decreasing) resources.

*  Lower coststo all stakeholders.

e Risk reduction arising from earlier registration of newer and better products.

e Current science being applied to old technology, potentially generating a market
opportunity for better old/new active substances.

e Common data requirements.

e Satisfying public demand for increased food and environmental safety, increased
transparency and increased efficiencies.

e Aninternationally agreed process will have greater predictability and credibility.

What approaches should be used to overcome the hurdles or barriers for work
sharing?

e International co-ordinated strategy based on national priority lists.

e Harmonise current re-evaluation schedules as opportunities allow (e.g identify pilot
projects).

e Exchange experiences, experts, plans, etc.

e Setredistic goals.

«  Develop an international report on the benefits of work sharing so as to help influence
policy makers.

*  Provide adequate staffing and competence.

e Examine and understand national legislation and procedures.

e Address data protection issues.

e Internationally harmonise IT software.

Whom would you have to convince to make your vision possible? Who is responsible?

e Government policy makers and reviewers.
e Genera public — growers/users, consumers and NGOs.
e Industry — generic and research-based companies.

Identify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

e Establish baselines with respect to reviews.

e Co-ordinate the strategy to identify the opportunities for parallel/joint reviews, include
CCPR and IMPR.

e Prioritise further reviews in consultation with industry, and identify new pilot projects.

*  Re-assess the procedures of the re-evaluation process and the science used.

e Establish an understanding of the links between the re-evaluation process, the
registered uses and the MRLs.

 Develop a global strategy to ensure that, over time, support data and evaluation
methods for pesticides continue to meet current scientific standards.
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Harmonise common data requirements, guidelines for studies, reporting and dossier
preparation.

Begin the harmonisation of common assessment formats and models.

Exchange of key experts —technical and administrative.

Identify and overcome the barriers in information exchange, e.g. language, IT
compatibility, legal issues.

Identify the benefits of harmonisation in an international report.

Establish a common approach to risk assessment models.

Generate the methods to obtain appropriate data for the models.

Establish the work sharing procedure as an accepted practice.
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Report of Group 3 — Existing Active Substances

1

What wer e some of the experiencesin sharing work on existing active substances?

EU member states sharing work through ECCO expert peer review.

Use of OECD database and of other countries data reviews to facilitate national
reviews.

Canada/US reviews have shown that the more countries work together, the more they
appreciate each other’ s capabilities and devel op trust.

CODEX.

Regional co-operation, e.g. Nordic countries, Austria/Germany mutual recognition,
CEUREG, SAHELIAN initiative (pooling expertise).

Improved collaboration on science and decisions.

Need to talk to each other, understand each other’s perspective.

Involvement of grower groups important, especialy in identifying essential (minor)
uses.

US public consultation phase.

Some countries need assistance in developing expertise, and have little experience in
work sharing.

Work sharing initially is time consuming. Need guidance documents and process to
reach decisions.

Quality of database can be poor/old, or database can even be absent.

Quality of old reviews may not be up to standard.

Complexity of dealing with multiple data—holders.

Involvement of public consultation can be positive and negative.

Evolving policies/mandates affect risk assessment decision making process.

What isthe vision of work sharing?

Submission of common dossier of existing/new data (as appropriate), reviewed once
and used by others. Later national requirements are added and national risk
assessments made.

Need to see areturn (reward) for time and effort already invested in work sharing, such
as elimination of duplication of work, build-up of trust between expert evaluators, and
increased efficiency, thereby releasing resources for evaluation of new active
substances.

National risk assessments are conducted using globally harmonised models.
Development of a database and line of communication for experts/expertise - to be
used for specific consultation on a bilateral basis.

Harmonisation of review schedules on a global basis, helps planning for both
regulators and industry.

Technological capabilities are improved for developing countries.

Information (including dossiers and monographs) is readily exchanged electronically.
JMPR to use same format as OECD; better and more timely co-ordination of JMPR
reviews with national reviews.

Improved resources for JMPR and timely decisions of CCPR to aid world trade.
Transparency is needed in the process for ensuring increased public confidence in the
regulatory system, the safety of the food supply and protection of the environment.
Agreed upon residue zones and developed globa residue databases by active
substance.

Maintain adequate pesticides for minor crops.
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3. What aretheincentivesor driversfor work sharing?

Increased efficiency in the use of (scarce or decreasing) resources.

Lower costsfor all stakeholders.

Desire for reduced trade barriers.

Harmonisation of data requirements and of process. An internationally agreed process
will have greater credibility and transparency.

Capacity-building through interaction with other agencies, staff exchanges.
Technology transfer to developing countries.

Criteria and assessment based on sound science.

Satisfying public demand for increased food and environmental safety.

Heightened public perception of the risks posed by pesticides.

Need for national regulators to justify regulatory decisions vis-a-vis decisions in other
jurisdictions.

Need for more streamlined harmonisation of MRLs - IMPR evaluations through use of
standard approach.

Risk reduction arising from mitigation measures.

Commitment to meet grower needs, especially for minor uses.

Acknowledge economic dependency of some countries on export of agricultural
commodities.

What approaches should be used to overcome the hurdles or barriers for work

sharing?

Process

Use OECD guidance documents for formatting dossiers and monographs (at industry,
OECD/non-OECD country and IMPR levels).

- Get more guidance on the guidance documents (1)

Set realistic goals/plans/steps.

Co-ordinate global re-evaluation schedules.

Encourage industry to develop global approach to review submissions.

Remove legal impediments to work sharing.

Communication

Get support from all (management) levels, inter and intra-organisational .

Improve staff interaction, exchanges, face-to-face meetings/workshops (to increase
mutual trust and confidence)

- between scientists

- between regul atory staff

- between regulatory and industry staff (including growers).

Communication on/marketing of work sharing

Share vision and spread the message that work sharing will not complicate the work (in
the long term) and will lead to greater efficiencies.
Explain benefits of harmonised risk assessments for consumers.
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Develop an international report on the benefits of work sharing so as to influence
decision-makers.
Show that work sharing activities reduce amount of work (demonstrate advantages).

Technical communication

Useinternationally compatible I T software for electronic submissions and reviews
(make use of e-mails and Internet).

Report back on use/usefulness of electronic means

(OECD workshop in 18 months?).

Technical harmonisation.

Common data requirements.

Testing methods.

Use OECD formats for submissions.

For newly generated studies, create study report formats/ level of detail of assessment.
Develop clear executive summaries for “old style” study reports.

5.  Whom would you have to convinceto make your vision possible? Who isresponsible?

Industry - especially marketing managers.

Government policy makers and reviewers.

Inform stakeholders, growers and trade organisations.

Reassure consumers that safety is not compromised by work sharing.

Those who make laws; address issues of legal barriers, data confidentiality.

User groups - not commonly part of the process.

CCPR - re JMPR use of national reports (reports must be to OECD standard and
reflecting the same data package submitted to IMPR).

6. Identify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Electronic issues (long, mid and short term).

Involve all countriesin their review programmes.

OECD working group on pesticides to take the lead.

Identify incentives for participation by all stakeholders.

Define clear goals, process to proceed, with transparency for all.

Continue to refine the process, learning from experience.

Measure progress in quality, costs and resource saving and communicate.

Document all stages.

Agree upon endpoints, protocols, submissions, residue zones, environmental scenarios.
Start simply, hazard assessment - move toward exposure and risk assessment; where
possible, build confidence.

Develop schedules and work plans and get on withiit.

Identify problems from previous experience.

Demonstrate benefits, get buy in from all stakeholders.

Draft awork sharing process description.
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Develop aglobal plan (list?) to identify where work sharing opportunities exist.
Have predictable time scale - don’t change during process (without loss of flexibility).
Communication throughout the review.

Short term

Establish aforum through OECD WGP to assess technical problems.

Share information on on-going reviews.

Identify additional resources needed.

Agree common data requirements.

Continue harmonisation of common data requirements, guidelines for studies, reporting
and dossier preparation.

Develop / continue guidance for reporting studies, drafting dossiers and monographs.
Continue zoning project for residue trials - share outcome widely.

Build trust between scientific reviewers through greater interactions.

Exchange key experts, technical and administrative.

Identify and overcome barriers in information exchange, e.g. language, IT
compatibility.

International report - identifying the benefits of harmonisation.

Long term?

Submission of one common dossier for active substances.

International database of approved uses including the approved MRLs (our MRLS).
Establish a common approach to risk assessment models.

Establish and take advantage of opportunities for joint evaluation procedures.
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Report of Group 4 — Existing Active Substances

Aims of global work sharing:

To improve public and occupational health and safety.

To reduce risks to the environment.

To reduce assessment workloads.

To increase public confidence in regulatory decision-making.
To reduce trade barriers.

Complicationg/differences:

More than one notifier and wider use patterns.

Data ownership and protection matters —who pays for the ‘investment’ in the dossier?

Less incentive for industry, especialy if they think their active substance may be withdrawn;
grower groups may have agreater interest in maintaining a level playing field.

Regional reviews prepared simultaneously with mandated national reviews.

Level of detail in NAFTA reports of concern?

Country-specific legal issues related to release of draft reviews.

At the end of the day, we are mainly concerned with our national needs and/or schedules — often
pay only scant attention to other country/organisation review schedules.

Data sets on old chemicals can be of poor quality, or very limited.

Re-review driven by governments, new active substances driven by industry.

Competition for resources between re-registration review areas and other areas (new actives with
statutory timeframes, special reviews of ‘hot’ issues).

Potential for non-tariff trade barriers if review programmes lead to different ‘knock-outs’ in
different countries.

Difficult to change national/regional programmes at this stage — in the longer term do better
forward planning for review cycles.

Need for harmonisation of policies relating to withdrawal of chemicals, especialy issue of
tolerances — trade problems!

Some jurisdictions (e.g. California) are mandated to do de novo reviews.

Agencies need to do much better on re-registration; new agricultural chemicals are driven by
industry/commercial considerations.

1. What were some of the experiencesin sharing work on existing active substances?

e There are different ways to co-operate — regional co-operation may be initially more
successful, e.g. Nordic co-operation. National timing of reviews to date has not been
very good, with duplicate reviews of the same OPs at a global level.

e Within EU, rapporteur state could use assessment report from another country in its
drafting.

 Need to involve industry in commenting on drafts at the time of inter-country
exchange.

e Co-ordination of risk mitigation activities has been very useful (NAFTA experience) —
co-operation in risk management has been important.
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e Work sharing works at EU level.

e Work sharing on risk assessment for a particular use pattern.

« JMPR sometimes has a different database compared to what is supplied for national
reviews.

«  Difficult to do anational risk assessment — even more difficult globally at Codex level.

e Opportunistically use anything in reviews of other countries that is relevant to your
country.

e Some non-EU countries moving towards compatibility with EU/OECD guidance.

e EU —harmonisation of legal basis, data requirements.

*  Need totalk to each other, understand each other’ s perspective.

e Concern that work sharing will cause too much work, need to show others the benefits.

e Concern with non-compatibility of electronic data submission systems.

e Standardised monograph format has been a big advancein EU.

*  Regulatory experts have learned from each other.

e Involvement of grower groups is important.

e Some countries need assistance in developing assessment expertise, and have little
experience in work sharing.

e Other countries have at least 7 years experience in work sharing; building trust may
take 3-5 years; face-to-face contact important. Time to decision only marginally faster,
but reduction in trade irritants.

e Up-front costs with work sharing; knowing whom to contact in other agency important.

*  Work sharing success can depend on quality of reviews obtained.

e ‘Opportunistic’ use of reviews by others vs full joint reviews — benefits in both.

What isthe vision of work sharing?

«  Joint reviews (especially within regions) for greatest efficiency.

e Pardlel reviewswill lead to development of trust.

e Pick up on any opportunities for work sharing between regions, countries.

*  Prevention of loss of essential uses.

e JMPR to make use of OECD formatted dossiers and to prepare their
reports/monographs in line with OECD format.

e Countries to make national reviews in OECD format available to IMPR, co-ordinating
this with the industry submission of the supporting data.

e  Better standardisation of joint review formats.

e Easy access to each other’ s databases at an international level.

*  Countries need to share review schedules, draft hazard/risk assessments, etc.

e Transparency needed in process.

e OECD should have a co-ordinating group, assisting countries seeking work sharing
opportunities. It could also provide a co-ordination point for sponsor applications (to
help with legal issues?).

*  Rapporteur/ECCO system in EU needs to be faster.

e Common format; each chemical reviewed once; common, streamlined, modular
processes (including database requirements, test guidelines, etc.), with more interaction
between regulators and industry.

e Mutual recognition of core data evaluation (hazard assessment).

»  Extend advancesto other chemical types.
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Public, OHS and environmental safety is paramount!
More regional co-operation, asis occurring with EU, NAFTA, Sahel.

3. What aretheincentivesor driversfor work sharing?

Review workload should be a major driver. Review programmes in place may
facilitate work sharing.

Working together for common review outcomes, to prevent barriers to trade; reducing
need for industry resources and regul atory resources.

Co-ordinated approach may encourage industry to continue to support older but useful
compounds.

Reduction of workload (industry and regulatory agencies), and a more equitable
distribution of workload.

Heightened public perception of the risks posed by pesticides — need for national
regulatorsto justify regulatory decisions vis-a-vis decisions in other jurisdictions.

More opportunities for staff; more interaction with other agencies, staff exchanges.
Increase in available time may give people opportunity to be involved in other areas
within their agencies e.g. research, registration, and thus motivate staff.

Need for more streamlined process for harmonisation of MRLS, including increased
standardisation of approaches.

4. What approaches should be used to overcome the hurdles or barriers for work
sharing?

Growers need a useful armory of pesticides, therefore it is important to involve grower
groups.

Establish a concise global database with alist of alimited number of critical endpoints
[e.g. ADI (RfD), ARFD, residence time in soil, residue definition for environment and
human health].

Staff interaction, exchanges.

Preparation of further detailed OECD guidance notes for evaluators.

Get more experience in using OECD guidance documents, and review them if
necessary.

Where appropriate, encourage IMPR to use OECD formats/guidance.

Need for increased buy-in from all levels, all areas.

Commence/continue with ‘work sharing’ at all levels, from simple information
exchange, face-to-face visits, etc. — ‘hasten slowly’!

Work sharing in groups according to the pesticide, e.g. arice insecticide.

‘Convince my bosses!” Spread the message that work sharing will not complicate the
work and will lead to greater efficiencies.

Continued preparation of guidance documents for OECD Member countries on
different technical issues; continue harmonisation of data requirements, TGs, formats,
etc.

Education of company dossier writers.

Work sharing activities must show quickly that they reduce the workload.
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5.  'Whom would you have to convinceto make your vision possible? Who isresponsible?

Legal barriers, e.g. Californialegal requirement to legal review.

Legal barriers — data confidentiality issues; industry and/or country laws.

Smaller countries — addressing their concern that their views will not hold ground
among larger players.

User groups - not commonly a part of the process.

CCPR member countries need to be informed of OECD harmonisation/work sharing
activities and encouraged to support IMPR use of OECD-formatted dossiers and
national reviews.

Senior and middle management need to be convinced, along with technical staff.
(Caution not to hasten too quickly.)

National laws may need to be amended.

Industry needs to use the dossier guidance (where appropriate).

6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Move forward on harmonisation of data requirements, test guidelines, level of
reporting (using the OECD dossier and monograph guidance where possible).
Implement what we' ve agreed on within 5 years — follow-up in the intervening time,
i.e. ‘Get on with it'! For whatever is done, set milestones and targets, and meet them
(and devel op indicators to measure whether we have succeeded).

At the national/regional/international level, make a serious effort to see what reviews
are available and, where useful and possible, make use of relevant parts. (Accept that
there will be differences, but use [and re-jig format] what is relevant.)

Compare the outcomes arising from separate national/regional reviews and identify the
degree of commonality in conclusions and outcomes, both in the assessment and in the
risk mitigation strategies (an OECD project?).

Identify some existing active substances for work sharing; use stepwise approach on re-
registration reviews for some successful ‘wins — ‘hasten slowly’. Start simply (e.g.
hazard assessment), ultimately moving towards exposure and risk assessment where
possible.

Demonstration of benefits will lead to buy-in at most levels, including all stakeholders,
€.g. consumers, pesticide industry, regulators, grower groups.

Exchange of scientific staff will lead to development of trust.

Draft a process description/SOPs' for joint reviews and develop a ‘road map’ of
similarities and differences in data requirements, study protocols, etc.

Establish a mechanism for co-ordinating assessments and review schedules for existing
actives (and encourage countries to examine the possibility of advising such, if they
currently can’t do so).

Facilitate technical interaction, even at draft review stage, to strengthen quality of data
interpretation.

Co-ordinated country/regional approach may encourage industry to continue to support
older but useful compounds.

! Standard Operating Procedure
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Report of Group 5 — Existing Active Substances

1. What were some of the experiencesin sharing work on existing active substances?

«  Lossof active substances and MRL s leads to reduction of uses.
«  Communication is important with respect to uses, current patterns and scope of review.

2. What isthevision of work sharing?

Globally harmonised MRLs.

Increased safety standard for old active substances.

International discussion on specific issues of hazard and risk assessment.

Work sharing in fields where there is little activity.

Linking evaluation activities between biocides and agricultural pesticides

‘Level playing field’ between existing active substances and new active substances,
existing active substances are held to the same standards as new active substances.

«  Discussions should be science based.

3. What aretheincentivesor driversfor work sharing?

« A plan for reregistration by government authorities which leads to incentives for
industry.

Harmonisation of MRLs.

Lack of co-ordination between countries.

Support of growers.

Minor uses.

Avoiding unnecessary animal testing.

Increased capacity for evaluation of existing active substances.

Cost—recovery.

4. What approaches should be used to overcome the hurdles or barriers for work
sharing?

Start work sharing on existing active substances.

Tracking system for biocides and agricultural pesticides evaluations.

Bibliography of studies used for evaluation.

Common database and common review formats.

Use of reviews by other international organisations for evaluation (e.g. POPs, PIC).
OECD proceed with common data requirements.

Bibliography of global uses.

5.  'Whom would you have to convinceto make your vision possible? Who isresponsible?

«  Regulatory authorities, senior level aswell asworking level.
«  Commodity organisations, grower groups (to support essential uses).
e Industry.
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6. ldentify the most important actions to be taken both in the short and in the long term
(five key areasfor improvement).

Producing a time-table with information on re-registration programmes schedules.

Pilot re-registration project on existing active substances applied on global level —
establishing list of uses of global interest (growers and industry) with aim to set global
MRLs.

Exchange of final evaluation documents and use by economies in transition, with
feedback to OECD and to the ‘donor’ country.
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