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Executive Summary

An international group of independent scientists was
assembled at the request of the management Board to
evaluate the performance of the Netherlands Board for

the Authorisation of Plant Protection Products and Biocides
(Ctgb) during the period 2018 to 2023, as the national
competent authority for regulating plant protection
products and biocidal products. Ctgb is an independent
authority (abbreviated ZBO in Dutch; Zelfstandig Bestuurs-
orgaan) which assesses the risks of products and active
substances and takes decisions within the European
frameworks of the Plant Protection Products Regulation
(EC 1107/2009) and the Biocidal Products Regulation

(EC 528/2012).

The International Visitation Committee (IVC2023) was
tasked with examining the overall scientific and technical
quality of the risk assessment outputs, the legal compliance
of the evaluations of the chemical dossiers in relation to
guidance documents, the scientific quality of the regulatory
decisions of the Board of Ctgb, the authorisation of ‘green
products’, regulatory compliance and harmonisation with
EU Member States, and wider outreach and its role in

the international regulatory community.

During its work, the IVC2023 was granted essential

and unlimited access to Ctgb’s confidential archives

and examined a large amount of written documentation.
In addition a significant number of staff at all levels were
interviewed on site. Based on the substantial information
gathered, the IVC2023 confirmed that the Ctgb is a high
delivering regulatory organisation with a strong scientific
core. The scientific work of the Ctgb and its outcomes are
of excellent quality and respected within the community
of risk assessors and risk managers within the EU Member
States and internationally. Ctgb makes a significant
contribution to the development and harmonisation of EU
and international guidance documents.

In accordance with the EU framework, openness and
transparency are key principles in risk communication

and in the appropriate exchange of timely information.
The Ctgb's commendable internal and external
communication policies are both proactive and transparent
providing open communication to all interested parties.
Ctgb continues to build for the challenges ahead as risk
assessment becomes more complex and demanding.

The IVC identified 15 recommendations to help the

organisation further develop its capabilities and streamline
some of its processes. Overall the IVC concluded that

Ctgb is run well as a strong and effective regulatory agency
that has significant resources and capacity to respond to
the expectations of applicants and both national and
European society.
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Samenvatting

Op verzoek van het Ctgb, de bevoegde autoriteit

in Nederland voor de toelating van gewasbeschermings-
middelen en biociden, is een internationale groep
onafhankelijke wetenschappers samengesteld om
het functioneren van de organisatie over de periode
2018 tot en met 2023 te evalueren. Het Ctgb is een
zelfstandig bestuursorgaan (ZBO) dat de risico’s

van producten en werkzame stoffen beoordeelt en
besluiten neemt binnen de Europese kaders van de
Gewasbeschermingsmiddelenverordening (EG 1107/
2009) en de Biocidenverordening (EG 528/2012).

De Internationale Visitatiecommissie (IVC2023) kreeg
de taak om de algehele wetenschappelijke en technische
kwaliteit van de risicobeoordelingen te onderzoeken,

de wettelijke conformiteit van de evaluaties in relatie tot
de richtsnoeren, de wetenschappelijke kwaliteit van de
regelgevende besluiten van het college, de beoordeling
en toelating van 'groene producten’, de naleving van de
regelgeving en harmonisatie met de EU-lidstaten, en in
een breder kader de rol van het Ctgb in de internationale
regelgevende gemeenschap.

Tijdens haar werkzaamheden kreeg de IVC2023 essentié€le
en onbeperkte toegang tot de vertrouwelijke dossiers van
het Ctgb en onderzocht het een grote hoeveelheid
schriftelijke documentatie. Daarnaast werd ter plaatse
een aanzienlijk aantal medewerkers uit alle geledingen
geinterviewd. Op basis van deze substantiéle hoeveelheid
informatie, bevestigt de IVC2023 dat het Ctgb een hoog
presterende regelgevende autoriteit is met een sterke
wetenschappelijke kern. Het wetenschappelijke werk van
het Ctgb en de uitkomsten daarvan, zijn van uitstekende

kwaliteit en worden gewaardeerd binnen de gemeenschap

van risicobeoordelaars en risicomanagers binnen de
EU-lidstaten als ook internationaal. Het Ctgb levert een
belangrijke bijdrage aan de ontwikkeling en harmonisatie
van EU- en internationale guidances/richtsnoeren.

In overeenstemming met het EU-kader zijn openheid en
transparantie sleutelbeginselen bij risicocommunicatie
en voor een goede en tijdige uitwisseling van informatie.
Het interne en externe communicatiebeleid van het Ctgb
is zowel proactief als transparant en zorgt voor een open
communicatie naar alle geinteresseerde partijen. Het
Ctgb bouwt aan de uitdagingen die voor ons liggen nu
de risicobeoordeling complexer en veeleisender wordt.

De IVC heeft vijftien aanbevelingen geformuleerd

om de organisatie te helpen haar capaciteiten verder

te ontwikkelen en een aantal van haar processen te
stroomlijnen. Over het geheel genomen concludeert de IVC
dat het Ctgb goed wordt geleid als een sterke en effectieve
regelgevende instantie die over aanzienlijke middelen en
capaciteit beschikt om te reageren op de verwachtingen van
aanvragers als ook de nationale en Europese samenleving.
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Introduction

Methods

Ctgb

In the Netherlands the Board for the Authorisation of Plant
Protection Products and Biocides (Ctgb) is the competent
authority for regulating plant protection products and
biocidal products. Ctgb is an independent authority
(abbreviated ZBO in Dutch; Zelfstandig Bestuursorgaan)
which assesses the risks of products and active substances
and takes decisions within the European frameworks of
the Plant Protection Products Regulation EC 1107/2009

(EU 2009 a) and the Biocidal Products Regulation EC
528/2012 (EU 2012). Based on the European Regulations,

active substances are approved at the Community level while

products containing those active substances are authorised
at the national level in each Member State. The Ctgb works
closely in the EU with the European Food Safety Authority
(EFSA), the European Chemicals Agency (ECHA) and the
competent authorities of the other Member States and its
activities are overseen by the Dutch Ministry of Agriculture,
Nature and Food Quality (plant protection products) and
the Ministry of Infrastructure and Water Management
(biocidal products). In topics relating to their particular
policy areas, the Ministry of Health, Welfare and Sport and
the Ministry of Social Affairs and Employment are also
involved.

The Approach

In 2012 and 2017, the Chairman of the Ctgb Board invited
separate International Visitation Committees (IVC) of
independent European scientists to carry out thorough
evaluations of the scientific processes conducted by Ctgb at
that time and the scientific quality and legal compliance of
those assessments, decisions and other technical outputs of
the organisation (IVC 2013 and IVC 2018).

Five years later, in November 2022 the current Chairman

of the Ctgb Board, Dr Rob van Lint, invited Dr Tony Hardy

to establish the 3rd International Visitation Committee
(IVC2023) which was endorsed by the Board to start its work
on 1% January 2023 to address the main terms of reference
set by the Board (Annex 1):

To evaluate the scientific quality and legal compliance of the
decisions on authorisation of plant protection products and
biocides. In particular:

[0)

0]

(0]

Quality: the overall scientific and technical quality of
the risk assessment documents that are prepared by
the secretariat to substantiate the subsequent formal
decisions by the Board.

Process: the (internal) evaluations of submitted
dossiers by Ctgb assessors with a focus on the
identification of and consistency in dealing with
gaps, ambiguities in the assessment framework,
data interpretation and conclusions. Also the legal
compliance of the process, e.g. is it based on the
applicable guidance documents? Compliance with
legal deadlines?

Board: the contribution and role of the Board in the
decision- making process, in particular the level of
competence and procedural aspects.

Existing authorisations and possible actualisation

with a view to developments in EU legislation (article
56, (EC) No 1107/2009; article 48, (EU) 528/2012)
Progression in new scientific developments.

To evaluate how well Ctgb deals with demands of all
stakeholders (European Commission, ECHA, EFSA,
Competent Authorities of other Member States, industry,

general public) and apparently contradictory requirements,

considering:

The requirements, procedure and timeframes for
product authorisation as set out in the biocides

((EU) 528/2012) and the plant protection products
regulation ((EC) No 1107/2009);

The need for transparency and the existing rules

for disclosure;

In addition to their primary tasks (product evaluation
and authorisation), competent authorities are held
responsible for fostering the authorisation of ‘green’
products and stimulating the transition to integrated
pest management and sustainable farming systems.
A harmonised framework of scientific decision-
making as a prerequisite for improving the efficiency
of the evaluation and decision-making procedures.
Resolving issues among Member States for a
harmonised framework takes time.

The legal timelines as laid down in the biocides

and plant protection products regulations are not
met by the Member States. Current practice and
theory behind the legal timelines at the time of
implementation of the regulations is diverging more
and more.
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o Therole and contribution of Competent Authorities
with regard to the European Green Deal, Farm-
to-Fork strategy, EU Chemicals Strategy, National
strategies, knowing that Competent Authorities are
responsible for decisions on the authorisation, while
the European and national strategies contribute to
a reduction of the use of products.

The Action Plan of the IVC2023 is provided in Annex 5.

The Team

Members of the IVC2023 were identified and
selected by the IVC Chair as potential candidates using
the following criteria (Autio et al 2021):

o All members should have at least fifteen years of
experience in life sciences in the public sector and /or
as independent consultants.

o Members should not have any direct or indirect
interest in the Organisation or in any of its staff,
compatible with the guidelines of European
authorities.

o All members should have sufficient knowledge of
European Union regulations and other international
developments relevant for the task.

o Asagroup, the committee must have adequate
knowledge and experience in the risk assessment
and risk management of chemicals in general, and
specifically in pesticides.

o All three European Union zones should be
represented.

The proposed membership of the IVC2023 was confirmed
by the Board of Ctgb and letters of appointment were sent
to individuals on 13th December 2022:

« Dr Anthony Hardy, UK, retired civil servant with
Department for Environment, Food and Rural Affairs
(DEFRA) and former independent expert with the
European Food Safety Authority (EFSA) (Chair)

o Dr Sari Autio, Finland, Finnish Safety and Chemicals
Agency Tukes

o Dr Alberto Mantovani, Italy, currently retired civil
servant, till February 2023 research director at
Istituto Superiore di Sanita (ISS)

« Dr Elizabeta Micovi¢, Slovenija, University of Maribor

o Professor José Tarazona, Spain, Spanish National
Environmental Health Centre. Instituto de Salud
Carlos III (ISCIII)

Members’ CVs are in Annex 2.

Sari Autio was also a member of the IVC2013, and Sari Autio,
Tony Hardy and Alberto Mantovani were members of
the IVC2018.

Prior to starting work all members of the IVC2023 signed
Declarations of Interest in relation to their tasks and
Declarations of Confidentiality in relation to the access
to and use of confidential information in the regulatory
dossiers (see Annexes 3 and 4).

Mode of working

The preliminary meeting of the IVC was held online
on 8% February 2023.

Thereafter the Team members regularly held online
meetings and exchanged frequent emails throughout
the duration of the work programme. The IVC made
3 site visits to Ctgb offices at Ede:

on 2274 March it met with the Board and Management
to discuss amongst other things the Action Plan and
the Organisation (Ctgb):

on 24" and 25™ May it met with the Management and
the Board and interviewed some 30 staff individually
'or' in their teams. On 26® May the IVC conducted
additional interviews with scientific staff, for ad hoc
evaluations of the scientific assessment frameworks
for PPP and BP in specific dossiers:

on 27" September it presented its final report to the
Board, Management and the staff.

Access to Information: documents

To aid its evaluation work as detailed in the IVC2023’s
Action Plan (Annex 5), the IVC was given free access to

an enormous amount of documented information which
included position papers, summaries and descriptions of
the entire organisation, including its structure and
processes, staff information, internal notes, regulatory
dossiers and records of process meetings and follow-up
action at all levels. Team members signed confidentiality
agreements not to disclose any document or other written
reports without the permission of Ctgb. The IVC identified
and requested a considerable amount of specific information
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from Ctgb (Annex 9) which necessitated access to the vast
secure electronic Document Management System at Ede.
This also required unrestricted but secure access to the Ctgb
intranet. Such requests and access were further complicated
by the fact that the current DMS is being transferred to a
new IT platform, a task which should be fully completed
first quarter of 2024. Members of the IVC experienced many
problems to consistently access the Ctgb’s IT systems but
were particularly grateful for the excellent expert help and
support by the technical and scientific staff in overcoming
firewall incompatibilities with our remote IT equipment.
The IVC was very pleased and grateful to eventually get
access to all the information it had requested.

Access to Information: interviews
with staff

In order to augment extensive background reading and
scrutiny of the scientific process documentation, the IVC
visited the Ctgb site over 3 days in May and interviewed
some 30 staff individually or in their teams (Annex 10).
These included members of the Board, management,
scientific risk assessors, project leaders, planners, human
resource staff, legal advisors, business operators and
communicators. Clarification was sought by the IVC on

a wide range of topics including strategic plans, policies
for human resources and communication, authorisation
decisions, policy advice, project planning and management,
scientific risk assessment, team resources, staff
development, national and international context.

IVC members had earlier prepared questions which
interviewees had not seen. Supplementary interviews were
later conducted online including clarification on Ctgb’s
strategic development plan with Board members and the
Executive Secretary/Director.

For the ad hoc interviews on the scientific assessment
frameworks, IVC members selected elements from the
manuals and guidance documents and questioned
individual staff how they had addressed particular issues
in their own recent assessments.

Access to Information: follow up to
the recommendations of previous IVCs

The report of the second International Visitation Committee
(IVC2018), which worked from January - August 2018,
contained 11 recommendations addressing the Board,
Openness and transparency and the Scientific output and
outreach. Ctgb responded in November 2018 and provided

a detailed update to the IVC2023 in March 2023 (Annex 7).

The IVC2023 is pleased to see that most points in the 2018
recommendations were accepted by Ctgb and are being
addressed. Whilst there are understandable constraints

on implementing specific staffing recommendations,

the underlying issues have been recognised and considered
and are being addressed in Ctgb’s strategic plans.

It is strongly evident that Ctgb has improved the
constructive and regular interactions between the Board
and the secretariat including the scientific assessors.
Increased feedback and regular joint topic or theme
discussions contribute to the breadth of understanding
of the scientific processes and management decisions.

The IVC2023 notes that the central importance of openness
and transparency has been fully acknowledged by the Board
and improvements made both to the discussions and the
archived documentation of international comment and
review.

In summary the IVC2023 is very pleased to note the
extensive list of developments in the last 5 years. This
informative table is reproduced with permission as
Annex 8.
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Observations and Findings

The Organisation
Ctgb structure and management

The current organisation chart of the Ctgb is shown below,
Fig.1. The Board which has 9 independent members
(Chairman, 4 members and 4 alternate members) is the
figurehead of the organisation and is responsible for the
authorisation decisions of plant protection products and
biocidal products, providing advice to appropriate Ministers,
approving the operating plan and budget, the annual report
and the annual accounts. They are supported by the Board
Secretariat which makes scientific and administrative
preparations for the decisions and is led by the Executive
Secretary of the Board and Director of the Secretariat.

The scientific assessors for both plant protection

products and biocidal products work together in teams
within the largest single unit. A huge organisational
challenge for Ctgb during the evaluation period was the
disruption during the Covid19 pandemic. Staff showed
tremendous flexibility and commitment, working mainly
from home and digitally. All staff and Ctgb as a whole

are to be congratulated for their efforts and new ways of
working which resulted in very few delays in the extensive
work program (Annual Report 2021 | Annual report |

Board for the Authorisation of Plant Protection Products
and Biocides (ctgb.nl)). The IVC2023 understands that
lessons learnt from this experience will be incorporated

into future plans.

Figure 1. Current Organisation chart of Ctgb. At the end of 2022 there were 163 employees (149 fte).

Executive secretary/
Director

1 Fte

Staff

13 Fte

Management support

Policy advice

Service desk 5 Fe

Scientific assessment & Advice

Team Efficacy & Chemistry

Team Residues &
Human toxicology

5 Fte ; Fte
Legal experts
6 Fte
l |
Board advice & Project planning Business operations
Board advice & Project Finance & Control
19 Fte planning 21 Fte 3 Fte
Account management Information
Industry 2 Fte management 12 Fte
15 Fte
HR management &
Organisation 6 Fte

Team Fate PPP &

Environment Biocides 15 Fte

Team Ecotoxicology PPP

13 Fte
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The new organisation of Ctgb

Ctgb is committed to perform high-quality science-based
risk assessment and risk management of pesticides and
biocides at the EU as well as at the national level. Since its
activities are in continuous evolution and development

to maintain and improve its performance, Ctgb envisages
the periodic need to reevaluate its structure and internal
procedures. The recommendations to the Management and
Board elaborated by the second International Visitation
Committee (2018) contributed to the development of the
Ctgb's workplan, for instance, through the increasingly
effective and structured cross-talk between the Board,

the secretariat and the teams of scientific assessors. Ctgb
has also been working on the renewal of its extensive

IT application landscape for 2 years and through the
implementation of the ‘OBSO’ (organisation-wide
collaboration platform) program is currently migrating its
IT to a new secure platform. This will eventually cover all
case management (workflow), the document management
system (DMS), customer relationship management (CRM),
working together in one document, monitoring results
and progress and the applicant portal.

The third IVC (January-August 2023) appeared on the

scene at a delicate turning point for the Ctgb, just before an
important re-organisation involving the teams and ways

of working. The new organisation will progressively be
introduced from October 2023. Following the decision on
the re-organisation, taken by the Director of the Secretariat
in December 2022 after discussion with and support given by
the Board and positive advice of the Employees Council (in
Dutch the ‘Ondernemingsraad’), Ctgb will re-organise into
two separate departments for plant protection products and
biocidal products, with the scientific staff working under
matrix management in new, structural multidisciplinary
teams.

Whilst the IVC recognizes that this re-organisation is outside
its terms of reference, nevertheless, the IVC deemed it useful
to consider Ctgb’s motivations and aims in order to better
understand the future organisation and its responses to
current workflow issues. In particular, based on the staff
interviews, the IVC considered it highly relevant to get a
comprehensive overview of the planned multidisciplinary
teams and the expected favourable impact on the scientific
quality of the Ctgb’s assessments and the working efficiency.
Hence, a meeting to discuss this topic took place on July 6
2023 between the IVC2023 team and the Ctgb Board and
management.

The Board and management representatives clarified for
the IVC that the two main motivations concerned:

(a) efficiency, in particular time-effectiveness, which
is a critical issue in view of the current, lengthy
assessment process across the whole EU. An
additional, significant aspect is how to optimize the
use of the “dead times” during the processing of an
application which under “stop the clock” procedures
may require more data.

(b) improving interdisciplinarity and optimisation of
working according to the process flow as the main
approach to maintain and strengthen the scientific
knowledge development of individual staff.

Thus, the re-organisation pivots around the organisation

of multidisciplinary teams that will deal with all aspects of
a dossier, facilitating the “ownership” of the assessment by
the whole expert group. Team leaders and senior scientific
staff will in particular ensure consistency of approaches

and decisions across assessments. The IVC noted that whilst
this new way of working may represent a challenge, it fully
recognises that it also represents an important opportunity
for Ctgb.

The management and Board representatives also pointed
out to the IVC that the planned re-organisation is intended
to meet the increasing expectations about Ctgb from Dutch
societal stakeholders and policy makers. Most importantly
they affirmed the inclusive approach proposed, through the
stepwise involvement of all staff. In particular both of the
new Biocides and PPP departments were invited to suggest
how to organize their multidisciplinary teams; also, staff
members have already been involved in and are kept up

to date in weekly sessions of questions and answers.

The IVC noted that the involvement of the staff was
apparent in the large majority of interviews. Meanwhile,
the IVC pointed out that keeping and maintaining clear and
transparent criteria and procedures for selecting candidates
for lead and/or senior positions is essential to ensure good
functioning, mutual trust and team spirit. This view was
fully shared by the Board and management representatives.
Overall, the IVC was greatly pleased by the openness and
willingness of the Ctgb Board and management to discuss
the planned re-organisation. This was very helpful to set
the context and to fine tune the IVC's recommendations.
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Human Resources
Staff records and recruitment

The IVC team had access to the Curricula Vitae of 119 staff
and resumes for 9 Board members. Information has been
collected from the CV forms, and from the Ctgb presentation
on 24 May (Annex 6). The CV form includes the basic data
requested by IVC, such as the current competences in a
specific area of work, the level of education, post graduate
studies in toxicology or environmental sciences, number
of years of relevant professional experience, the record

of positions held in Ctgb or in other organisations or
companies prior to their appointment to Ctgb, information
regarding participation in relevant courses, symposia,
congresses, working groups, list of relevant publications,
and participation in the work for EFSA, ECHA, and other
European and international organisations contributing to
procedural or technical harmonisation.

The completeness of responses in the CV's was very diverse.
Some of the CV's are very limited and incomplete in their
information content, lacking data on participation in
relevant courses, symposia, congresses, working groups,

or years in relevant areas of work. However, many CV's are
complete, with explicit descriptions regarding experience,
skills and knowledge.

Based on the appraisal of available information the IVC
concludes that the majority of staff involved in scientific risk
assessment are highly qualified with specific knowledge,
experiences and skills in all necessary areas of work
regarding plant protection products and biocides.

It is obvious that multidisciplinary teams with different
expert knowledge are available and capable to deal with
the complex tasks needed in the risk assessment process.
Some staff members are very active in their respective
scientific areas, with several active participations in
international conferences and with relevant publications.
Although deepening scientific knowledge is not considered
to be core business in Ctgb's staff policy (since Ctgb is not

a research institute), the IVC did consider the number

of scientific publications as part of the evaluation of the
individual's scientific background and knowledge level. All
risk assessment teams have produced an important number
of relevant publications, with a significant figure as first
author. The numbers of publications per team reflect well
the scientific expertise level of each team.

Most importantly, data from the CV’s show active
participation in the work of EFSA and ECHA as well as
other International scientific/regulatory organisations

(for example OECD Working Group on Pesticides, JMPR)
competent for pesticides/chemicals safety evaluation and/
or contributing to procedural or technical harmonisation.
Involvement in the development of specific EU PPP and
Biocides Guidance Documents is evident and effective.

On 31 December 2017 the number of employees was 154 and
on 31 December 2022, it was 163 employees, a gain of plus
6%, Fig 2. Nevertheless, finding and retaining staff remains
a challenge for the Ctgb as it has to deal with relatively high
turnover of scientific assessors. Opportunities to create new
positions and to realize internal growth opportunities have
not yet been fully exploited. A step towards this is expected
in the re-organisation.

Figure 2. Number of employees between 2013 and 2022: the number of staff (green) and the number of fte (orange).
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The IVC also noted that certain risk assessments were
outsourced (approximately 2 Fte) because of the lack of
internal experts. The IVC considers that outsourcing should
remain confined to cases where highly specialized areas of
expertise are not available at the Ctgb.

Staff policy, development and training

Throughout the onsite IVC visitation from 24™ to 26® May,
the contact with all staff at all levels has been very helpful,
pleasant and forthcoming. Moreover, the IVC noted this
culture of collegiality and that the overall atmosphere was
one of confidence. Access granted to the IVC to documents,
reports, notes, etc. was unlimited and much appreciated.
The IVC was informed by the HR management that as part
of the revision of the policy for all staff:

o Thereis a personal yearly activity plan including
the need for or wish to follow a course, to attend a
conference, to undertake specific training, etc.

o Newly recruited risk assessors are trained by an
allocated mentor, who gives them instructions,
advises them and helps in specific situations for at
least a year;

o All scientific staff are given approximately 100
workhours each year to be used for their further
scientific and /or personal development without
accountability conditions.

Since 2018 Ctgb has further increased efforts to motivate
staff over personal developments and to create a satisfying
and healthy work environment with the aim of retaining
employees. During the Covid19 pandemic the Ctgb
organised working from home with the aim to keep
employees motivated and Ctgb succeeded in this. Based
on this positive experience, Ctgb decided that working
from home should become regular working practice. A
hybrid working program has therefore been set up and it is
appreciated by Ctgb employees. Overall, the IVC observed
a positive working environment for staff as result of all the
commendable efforts Ctgb has put into human resources.
On the other hand, the IVC realised that regarding
promotion possibilities, there is lack of clear criteria

for example when several candidates fulfil all general
conditions. In the absence of clear selection parameters,
such situations could create unnecessary dissatisfaction,
which might even impact adversely on the current highly

collaborative atmosphere. In addition, for scientific staff, the
internal structure offers limited possibilities for promotion
other than by moving to managerial positions. The new
organization will provide some new opportunities for
seniors, but still at grades lower than those with managerial
responsibilities. This situation forces senior scientists
looking for further progression of their professional career
either to move to managerial positions or to options outside
Ctgb. The new matrix organisation may offer Ctgb the
possibility to establish a scientific career path, as part of

the knowledge hub and expertise management, without
team/unit management responsibilities, to further improve
the attractiveness of Ctgb to highly experienced regulatory
scientists.

Maintaining a highly skilled workforce is of necessity an
important goal for Ctgb. The highest level of education is
one of the criteria considered relevant to assess the quality
of the scientific output of the Ctgb. The IVC can confirm the
high level of education, as identified by a master's degree
and PhD, among employees. They are well trained, well
qualified and reasonably well motivated. The IVC noted
that not all eligible staff members are formally recognised
as European Registered Toxicologist (ERT), but the number
of registrations rose from the previous IVC visit to a
significant level. The IVC is also pleased to note that Ctgb is
encouraging its ecotoxicology staff to register with IBERA
(the International Board for Environmental Risk Assessors)
which is funded by SETAC Europe (IBERA 2023).

Alongside the education level, professional experience is
considered an important contribution to the quality of the
science output. The number of years of relevant experience
before and after joining Ctgb are not available in all CV's.

It should be noted that there was no information on
experience before joining the Ctgb for some experts. As
the information provided by the CV’s available was often
sparse, the IVC was not able to draw firm conclusions.
However, some pertinent observations include:

o The majority of scientific assessors participate
regularly in training courses relevant to their area
of work and co-author scientific publication. Some
of them are invited to present lectures in specialised
workshops and conferences;

« Risk assessors participate in various European
regulatory or scientific working groups mainly in
EFSA and ECHA. In particular, Ctgb assessors also
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participate in the development of relevant guidance
documents at EU as well as OECD level, applicable
to the risk assessment of plant protection products
or biocides.

Declaration of Interest

Annual declarations of interest and policy are a tool
providing insight into trust, transparency and mutual
understanding, in order to share openly when a particular
interest may be considered a conflict. Such a conflict is
usually described as an undue influence on the person’s
objectivity with respect to his/her task and responsibility.
During the interviews with the staff, the IVC found that Ctgb
does not have trouble or problems with possible conflicts of
interest and the implementation of its Doi policy among the
personnel. Furthermore, the IVC supports Dutch national
position that staff members who have worked for industry
before joining the Ctgb, should not work with dossiers of
that particular company for at least two years.

RECOMMENDATIONS

1. Investin finding and retaining personnel
using different activities: promotional campaigns,
news and short TV spots with presentation of
Ctgb, promote active attendees of Ctgb staff at
symposiums, conferences and other events
related to Ctgb’s field of work;

2. Ctgb should create clear and transparent criteria
for use in situations when several candidates
fulfil all general conditions for promotion;
in addition, Ctgb should explore the option
for setting a parallel scientific career path
for retaining and attracting senior regulatory
scientists;

3. Provide a standardised format for CV of
personnel (for example the CV Europass which
is widely used elsewhere in the EU) and review
regularly (annually) that submitted forms
contain complete and up-to-date information;

Openness and Transparency

During the interviews with the Communication team and
the Board, the IVC realised that there is a high interest in
the work of Ctgb among citizens. It is commendable that
all relevant target groups of stakeholders are identified
by Ctgb (applicants, users, NGO's, politicians, government
organisations, media, experts and the general public).

Communication policy

Ctgb's policy for communication is appropriate, clear

and functional in practice and its internal rules for staff
regarding communication (both internal and external) are
clear, understandable and user friendly. The IVC concluded
that all provisions appear to be implemented in practice in
a very effective way. The central principles that Ctgb’s work
is based on are honesty, expert knowledge, transparency
and independence, as well as its rules of communication,
which include proactively informing stakeholders. Providing
all the necessary information in advance, on time, and
unambiguously to avoid possible misunderstanding,
concern, fear or distrust is an important goal of the
organisation. Development of public trust requires clear,
effective and open communication with the outside world,
which includes all stakeholders both national and the wider
international regulatory community. The IVC acknowledges
that Ctgb puts a lot of effort into increased transparency
throughout the risk assessment and risk management
processes and the IVC concludes that the communication
policy is implemented in practice to a high standard and
with great effect.

External communication

General information about Ctgb is available on the web
site and includes all relevant data aimed at recognised
target audiences including press, business operators,
general public and experts. All relevant information is
readily accessible and user friendly. This includes Ctgb’s
clear and transparent Annual Reports (https://english.
ctgb.nl/documents/annual-reports/2023/04/18 /annual-

report-2022).

Questions about plant protection products, biocides, Ctgb
methodology, authorisations, assessment frameworks,
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application procedures and the authorisations database
can be sent to the Service desk by the general public, users
of plant protection products or biocides, distributors and
industry. This unit provides all the necessary support to
business operators, as well as pre-application support

to applicants, freely available every day with clear and
simple instructions. There are up to date news releases
and newsletters, which include all important, interesting
news and upcoming events regarding Ctgb's work and
responsibility. On the Ctgb web site there is also general
information on various subjects regarding the work and
tasks of the Organisation.

The IVC assesses the splitting of the external communication
between the Service desk and the communication unit

to be very effective and positive. The communication

team is responsible for preparing answers for the media,
representatives of non-governmental organisations
(NGO's), the general public and answers on policy-relevant,
sensitive questions. It works very professionally at a high
level, taking full account of all written communication
rules in practice. Written answers are prepared in very
short time (in a maximum of 3 days), which is excellent
and shows a high level of responsiveness and very good
organisation. Statements on TV in front of camera are
strictly the responsibility of the director and chairman of
the Board, who are properly trained in communication
skills and well informed about important issues. The IVC
noted Ctgb’s recognition of risk perception by the public
regarding chemical hazards, e.g. worries, fear, doubts and
distrust. Having identified all target audiences, the Ctgb
uses different communication tools (social media, web site,
Facebook, Instagram, Twitter (X), media, press releases,
press conferences etc) to reach specific stakeholders. Ctgb
recognises the diversity of groups within the public such as
supporters, doubters and opponents, which require different
ways of communication, key messages and the choice of
words. It is commendable, that many different infographics
and other images are used to communicate more complex
and science-based information. Meanwhile, the IVC notes
that there is still space for additional promotional events,
thus creating more possibilities to present the work and
vision of the Ctgb to the wider public.

During onsite interviews with staff, the IVC recognised that
the main challenges for Ctgb remain communication with
NGOs, dealing with mis-information and the gap between
expert view and average consumer’s views. However, the IVC

recognises that Ctgb is fully aware of these issues, hence,
IVC encourages Ctgb to maintain the current efforts to
strengthen proactive communication.

RECOMMENDATIONS

4. Preparing communication plans for promotional
events in advance will be beneficial and could
achieve a higher level of transparency and
increase public trust.

5. Organising additional joint events, and inviting
the different interested target groups to present
and explain their specific topic, would give
a targeted opportunity to provide answers on
difficult questions.

Internal communication

Besides effective external communication, Ctgb also puts

a significant effort into internal communication. There are
news items for staff, agenda and calendar for important
and interesting events available on the intranet, as well as
all necessary and commonly-used forms for all employees
(maternity leave, participation in seminars, training
courses, new vacancies at work). Ctgb provides a regular
programme of open coffee meetings with the possibility for
any employee to suggest topics for discussion. Information
about new possible positions and new jobs opportunities

at Ctgb are transparent and available for all interested

staff. Providing two basic sorts of information: “need to
know” and “nice to know” functions very well and ensures
a high level of satisfaction among staff. Additionally,

Ctgb creates different possibilities and organises events

for internal communication between different sectors,
between management and the Board. The IVC noted that all
employees have access to important information. The staff
are also motivated to actively suggest proposals to improve
and optimise work processes. Overall, creating a pleasant
and open working environment is very important for Ctgb.
During the interviews, the majority of staff expressed a high
level of satisfaction with working in this agency.

However, it is apparent from the interviews that there

are still some unhappy, concerned and worried staff.

They highlighted the lack of communication among
different teams and between teams and the Board, mainly
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regarding the upcoming re-organisation. Therefore, the
process of informing and involving staff might need further
improvement and the IVC notes that management is
addressing this issue.

RECOMMENDATIONS

6. The management should put additional effort
into encouraging all possibilities for internal
communication between different teams and
with the management and the Board, especially
regarding future reorganisation.

7. The management should give all employees
the opportunity to seek and receive information
and answers about reorganisation. In addition,
the management should encourage staff to
express their own opinions and suggestions.

Legal support, legal mandates, issues,
compliance

The Dutch decree on the Mandate, Authorisation and
representation by the Ctgb (NL 2018) was updated just after
the previous IVC 2018 had finalized its report. The members
of the current IVC fully appreciate that the Ctgb satisfactorily
complies with the requirements of relevant EU and national
legislation wherever possible in its work, although the NL,
similarly to all Member States, at times struggles to meet
the EU legal timelines. The Ctgb provides the ministerial
representatives of the NL with high quality practical support
in their active participation in the development of EU and
international legislation within the field of plant protection
products and biocides.

Although it was not possible to review all the Guidance
Documents used by the Ctgb, the IVC concluded on the
basis of a comprehensive evaluation of the manuals and
assessment frameworks for PPPs and Biocides, ad hoc spot
checks and selected decisions, that the key guidance for
plant protection products and biocides is adequate and up
to date for conducting high quality evaluations and making
decisions on those substances (see additional details at

the scientific assessment section of this report, page no.23).
The members of the IVC fully appreciate the contribution
of Ctgb staff members to the development of EU Guidance
Documents.

The legal team of the Ctgb consists of five colleagues with
the main task of providing legal support to the decision
making of the Board and management of the Ctgb as well as
to the scientific risk assessors. The most typical issues where
support is required from the legal team are interpretations of
specific articles of the regulations and confidentiality/data
protection issues. The risk assessors are facing the issues

of comparative assessment and possible substitution of the
most hazardous pesticides (Candidates for Substitution, CfS).
This is where support in interpretation is required from the
legal team. No issues have been raised to date to contest
declarations of interest. In cases of complaints, Ctgb liaises
with an independent external complaints committee. In the
case of objections, they can be forwarded to an independent
external Advisory Committee.

Objections, appeals and complaints

The procedures for considering complaints have changed
since the last IVC visitation. Before 2018, the Ctgb had

an internal complaints committee, but it was abolished
and complaints are now sent to an external complaints
committee at the NVWA.

The legal basis for complaints, objection and appeal is
provided in the national legislation. An interested party
seeking to object to an authorisation decision of the Ctgb
must first follow the objection procedure, before going

to court. Objections may be presented not only by the
applicant, but also by other admissible stakeholders, e.g.
an NGO. Since the last evaluation by the IVC in 2018,
objections and complaints are still infrequent but numbers
have reduced to some extent. It is important to note that
cases are often not addressed in the year they were filed.
This applies to both objections and appeals. Especially the
recovery time of the appeal can be very long. In 2021 and
2022, the Ctgb took measures to eliminate backlogs and
reduce external costs for appeals (by not hiring lawyers;
instead, the Ctgb legal advisors have been trained to plea
themselves). The backlog strategy of the Ctgb aims to
prioritise the workload, and thus reduce the number of
objections to the decisions.

The following tables show the numbers of objections,
appeals and complaints and their outcome in the years
2018-2022.
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Table 1. Numbers of objections and their outcome in the years 2018-2022

Year Objections received Completed Outcome
2018 35 30 well-founded: 5
partly well-founded: 6

2019 37 38 well-founded: 1
partly well-founded: 4

2020 27 33 well-founded: 5
2021 22 46 well-founded: 3
2022 23 35 well-founded: 4

partly well-founded: 2

Table 2. Numbers of appeals and their outcome in the years 2018-2022

Year Appeals Completed Outcome
2018 3 7 well-founded: 5
2019 7 7 well-founded: 1
2020 10 8 well-founded: 1
2021 10 14 well-founded: 5
2022 6 10 well-founded: o

Table 3. Numbers of complaints and their outcome in the years 2018-2022

Year Complaints Outcome

2018 1 Received as complaint. Forwarded as appeal.
Outcome appeal: unfounded

2019 o
2020 o
2021 1 unfounded
2022 o

REPORT OF THE THIRD VISITATION OF THE CTGB - 2023



Citizens' right to know

In the Netherlands, the new Open Government Act (Wet
open overheid, Woo, NL 2021) came into effect in May 2022,
safeguarding the citizens’ right to know. The new legislation
regulates public access to government information.
Information requests frequently need interpretations by

the legal team in cases where the Ctgb is the data owner.
The law aims to provide high transparency by requiring
governments to actively disclose information. Natural and
legal persons can request access to public sector information
without declaring specific interest in this information.
Some 5-7 information requests per year also come via

the European Commission for permission to provide
information to third parties. The law contains absolute and

relative exemptions to the obligation to provide information.

However also under the law, access to environmental
information requires a more transparent regime for
disclosing information. Between 2019 and 2022, 5to 8
disclosure requests were received each year, some of them
very large thus requiring a heavy workload.

Training of the legal advisors

It is noted by the IVC, that in the law schools of universities
the core lawyer education does not cover the PPP and BP
legislations, therefore it is necessary to strengthen the
specific professional expertise of legal advisors through
learning by doing. The senior colleagues of the legal team
are mentoring younger colleagues within the team. The
joint workshops of legal advisers of EU Member States are
valuable for exchanging views and knowledge. The Ctgb
has been very active in organising and participating in such
workshops. Also networking with the academic world, for
example, the neighbouring Wageningen University could be
an option to keep the knowledge of the legal team updated
about developments within this specific area of legislation.

RECOMMENDATIONS

8. Networking locally with Wageningen University,
and university experts in general is recommended
for deepening and strengthening the expertise
of the legal team on issues relevant to the PPP
and biocide legislations.

Scientific assessment procedures
and delivery

The IVC was requested to address the scientific quality

of the Ctgb processes related to the authorisation of plant
protection products and biocides. In particular this section
of the report focusses on:

a) the overall scientific and technical quality of
the risk assessment documents that are prepared
by the secretariat to substantiate the subsequent
formal decisions by the Board,;

b) the (internal) evaluations of submitted dossiers
by Ctgb assessors with a focus on the identification
of scientific excellence and consistency, particularly
when dealing with gaps and ambiguities in the
assessment framework, data interpretation and
conclusions; and

c) progression in new scientific developments.

The evaluation covers both the national assessments,
including mutual recognitions, and those conducted in
the EU context, including the Ctgb contributions to EU
assessments of pesticide and biocide active substances and
the zonal assessments for PPP.

In the Ctgb webpage, the applicable assessment frameworks
are presented in a clear and transparent way. The scientific
assessments are described in Evaluation manuals, prepared
by Ctgb and which have been frequently updated during the
5 years covered by the IVC evaluation. Evaluation manuals
updates are described and justified, with clear indication on
the applicable time window for each version.

The approach followed by the Ctgb when drafting the
Evaluation manuals has been to include national and

EU assessments in a single manual; highlighting, and
justifying, the use of different approaches for the scientific
evaluations at national and EU level when needed. The

IVC fully supports this approach, which provides clarity to
applicants and third parties and also facilitates the internal
process for ensuring scientific consistency in the different
assessment frameworks, while maintaining the regulatory
and scientifically based differences.

The manuals reflect the complexity of the scientific
assessments for pesticides and biocides, complementing
the guidance documents with clarifications. During the
evaluation, the IVC confirmed the overall excellent quality
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of the manuals, which among others provide comprehensive
clarifications for inconsistencies and recommendations for
elements not covered in the EU guidance documents, Central
Zone agreements for PPP assessments, the NL position in
case of no agreement, acceptance of OECD draft guidelines,
proposals for addressing flaws in the guidance documents,
as well as pending issues. As a minor issue, the IVC observed
that some scientific updates were mentioned on the website
but not yet incorporated into the manual. In addition, new
guidance documents, such as the updated EFSA guidance

on the risk assessment for birds and mammals, published

in February 2023, but not yet taken note of, are not
mentioned. The IVC sees benefits in mentioning in the Ctgb
manuals these guidance documents as soon as published

by EFSA, adding a clear indication that they have not yet
been formally implemented as regulatory guidance. This
advanced reference would alert applicants to imminent
obligations, and also these documents frequently provide
important solutions to some of the scientific inconsistencies
and missing elements identified in the previous versions.
This aspect is clearly useful even before the formal adoption
as regulatory guidance. For these reasons, in the opinion

of the IVC, it would further increase the quality of the
Evaluation manuals to mention newly published guidance
documents and tools, and even those that are under

update, e.g., at the phase of public consultation, with a note
indicating that even not yet formally implemented in the
regulatory context, these could provide updated and useful
scientific views on some issues.

In addition to the Evaluation manuals, Ctgb scientific
teams have developed complementary tools for ensuring
consistency during the scientific assessments. Some are
generic while others seem to be Team specific. During
the evaluation the IVC was provided with evidence
confirming the implementation of several consistency
check tools, including the principle of internal review of
the draft evaluations during the scientific assessment, or
communication within the Team of scientific discussions
going on at EU level.

In order to assess the scientific excellence and consistency of
Ctgb assessments, the IVC developed a conceptual approach
for the prioritisation and selection of dossiers for detailed
scrutiny. This was later adapted in line with the scientific
assessments conducted during the five years covered by

this evaluation. The prioritisation included the following
elements:

a) comparison of EU and national assessments for
the same active substance, covering active substances
for which the Ctgb acted as rapporteur and those
for which Ctgb role was to comment during the
EU process,

b) implementation of risk mitigation issues during
the national assessment,

c) comparison of PPP and BP assessments for
the same active substance,

d) assessment of issues of specific scientific or
societal concern.

The IVC also decided to conduct separate assessments

for conventional chemical substances, excluding basic
substances and others with anticipated low hazard, and for
microbial and other substances covered by the Green Team.
For conventional chemical substances, the ideal situation
should have been to select assessments covering the

full process (i.e., for PPP the following processes: a.s.

EU assessment; EU approval decision; MS PPP zonal and
national assessment; and PPP national authorisation).
However, due to delays in the EU process, it was not
possible to identify a single conventional a.s. fulfilling these
requirements in the 5 year review period. As indicated by
Ctgb and confirmed in the EFSA and ECHA webpages, the
Ctgb RMS assessments on conventional chemical pesticide
a.s. with interest for this scientific assessment finalised

in 2018 and onwards were still pending from the EFSA
Conclusion and approval decision at the time of assessment
(note that the EFSA conclusion on flutolanil was published
on 7 June 2023). In addition, no CAR's for biocidal a.s. were
finalized by Ctgb in the period covered by this report.

Therefore, the intended approach was adapted, and the
evaluation of the IVC's scientific assessment procedure
included the following steps:

o Comprehensive assessment of a limited set of a.s.
and product dossiers, including the decisions of the
Board concerning these products, following a similar
approach to that in the previous evaluation (see
annex 11 on sanitised dossier assessment for details)

o Detailed evaluation of the Ctgb manuals and
assessment frameworks, identifying sets of key
elements to be examined for evaluating both
scientific excellence and coherence

o Selection by the IVC of some specific dossiers on
a.s. and products for detailed focused assessments
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for ad hoc confirmation of the scientific quality,
transparency of the scientific assessments, and
actual implementation of the scientific assessment
procedures described in the manuals

o Additional confirmation of selected key elements on
recent and ongoing assessments identified by the
Ctgb staff during the face-to-face interviews with the
IvC

For implementing the first and third points mentioned
above, the IVC selected a set of dossiers from the list of
applications compiled by the Ctgb in the document List of
Product Authorisations Granted by Ctgb since 2018. The
selected dossiers for detailed ad hoc assessment included:

o Assessments of chemical a.s. with Ctgb acting as
RMS, covering renewal of existing substances,
amendments of approval conditions, and assessments
of new active substances

o Commenting rounds of EU assessments of pesticide
chemical a.s. focusing on the comments submitted
by Ctgb

o EU assessments of biocidal a.s. commented on by
Ctgb covering the following categories PT 1, 2, 3,
4,5,6,14and 19

o Assessments of PPP for zonal and national
assessments with Ctgb as zonal RMS and with Ctgb
commenting on other assessments

o National assessments of PPP and biocidal products
(BP) containing the a.s. selected above

o Specific attention was paid to comparative assessment
of Candidates for Substitution and possibilities
to substitute any uses of them.

For implementing the fourth point mentioned above, during
its interviews with Ctgb scientific staff, the IVC presented a
set of elements related to the scientific assessment extracted
from the manuals and asked the staff to present evidence on
the actual implementation of these elements in ongoing or
recent assessments. In this case the dossiers were selected
directly by the interviewed staff, using examples from

their own evaluations, as expert or as internal reviewer.

The focus was on national and zonal assessments of PPP
and BP, including BP authorisations under the transitional
legislation, in some cases with additional confirmations in
the EU assessments.

RECOMMENDATIONS

9. The IVC recommends to further increase
the quality of the Evaluation Manuals by
mentioning newly published guidance
documents and tools, including those that
are under update, e.g., at the phase of public
consultation, indicating that even not formally
implemented they could provide updated
scientific views on some issues.

National

The IVC mandate included the assessment of scientific
excellence and consistency between the national and

EU assessments. As explained above, the manuals and
assessment frameworks present in a clear and transparent
way the specific methods, tools and approaches which
should be implemented for the national assessments. In
line with the mandate, the IVC focused its assessment on
the clarity and transparency of the process, not entering into
detailed scientific evaluations of the provided justifications;
nevertheless, the IVC observed that the national provisions
are focused on the expected elements, in line with the
regulatory frameworks, pertinent to the specific agricultural
and environmental conditions of the Netherlands.

The IVC have not detected inconsistencies with the
procedures, or issues of concern in the evaluated scientific
assessments. The internal documents examined by the IVC
confirm that in case of deviations among the national, zonal
and EU assessments, the relevant assessment framework has
been followed by the Ctgb scientific staff and is transparently
reported. No deviations were identified in

the assessed dossiers. As already indicated the integration
of the different assessment frameworks in the same manual
facilitate this process and is supported by the IVC. The
internal documents have also provided evidence confirming
the implementation of the internal processes for reviewing
and commenting. The DMS keeps an excellent archive of
the assessment process, from both procedural and scientific
standpoints, including early drafts with comments from

the reviewers and the responses from the assessors, the
exposure estimations with the raw data and calculations,
internal correspondence, and other relevant information.
The IVC also acknowledges that the Ctgb public database
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on product authorisations includes links with access
to the Ctgb scientific evaluations in English.

One element for possible consideration by the Ctgb is the
need to use in the national assessments, parameters and
values from previous assessments, even knowing that they
may no longer be scientifically valid and need to be updated.
For example, in the assessment of the PPP Film, dated
September 2022, the Ctgb used fate properties for flutolanil,
such as the Koc, from the previous regulatory assessment,
while in the EU renewal proposal, Ctgb had proposed that
the updated values should be used. These updated values
were finally confirmed in the recent EFSA Conclusion.

The IVC is aware that this is the approach to be followed in
accordance with the current regulatory framework, in order
to provide procedural clarity and predictability to applicants.
However, it should be noted that the regulatory frameworks
also include specific timelines for the assessments

and renewals, that for different reasons, which are not
under Ctgb’s control, are extended largely exceeding the
expectations of the regulations. In addition to the “stop the
clock” previous possibilities, Commission Implementation
Regulation (EU) 2018/1659 (EU 2018) has included an
additional postponement for assessing the endocrine
disruption potential, with a clock stop of up to 30 months for
generating the necessary information. The consequence is
that this disturbance, i.e., national assessments conducted
with no longer valid core data, is not limited in time to
relatively short periods, as expected in the regulations,

but is prolonged for several years. In some situations, the
updated values may influence the conclusions, creating

the dilemma of providing marketing authorisations based
on values that are no longer supported by the updated
scientific assessments. During the IVC's personal interviews
Ctgb scientific staff were questioned and the responses
confirmed that when the scientific staff identify a clear
concern, the Ctgb procedure would facilitate that the Board
is properly informed. However, it was also clarified that it

is not standard practice to conduct the assessments with
both values in the case of updates during scientific processes
prior to the formal regulatory decision.

RECOMMENDATIONS

10. The IVC recommends that Ctgb further consider
establishing a mechanism for alerting the Board
in cases where the use of the updated values could
lead to a different conclusion. Management

options may include proactive measures and
opening a dialogue with the applicant and
proposing voluntary measures when concerns
for human health or the environment are
expected from the updated scientific assessment.

Collaboration within EU

Ctgb's key role in the EU assessment of pesticides and
biocides covers participations as RMS, CoRMS, zonal RMS,
and contributor in the commenting process organised
during the EFSA, ECHA and zonal assessments. The
information provided by Ctgb as well as the information
publicly available in the web sites of the European
Commission and the European Agencies confirms this very
significant involvement. The Netherlands has established a
political priority for facilitating a market transfer towards
green products with assumed less risk, which obviously has
affected Ctgb priorities and working practices (see specific
section on the Green Team, page no.28).

This prioritisation can be clearly observed in the selection
of active substances for which Ctgb is approached as RMS.
Cgtb does not actively select, but applicants prefer to
submit their dossier to the NL because of their excellent
expertise. Nevertheless, the IVC has also confirmed that
despite this prioritisation, during the evaluated period Ctgb
has also covered some conventional chemical a.s. and has
maintained the effort for commenting on the EU assessment
of conventional chemical pesticide and biocide a.s.

RECOMMENDATIONS

11. The IVC fully supports this approach, and
recommends Ctgb to maintain this dual effort,
leading the development of the scientific
assessment methodology for new categories
of innovative green a.s., to confirm the
assumption of low risk, while keeping
the Ctgb commitment and contribution to the
EU assessment of conventional a.s. This is not
only needed to maintain the high reputation
achieved by Ctgb in the EU process, but also
for maintaining the excellence of the scientific
assessments at national levels, as most product
authorisations, currently and still in the
coming years, are expected to be related
to conventional a.s.
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During the detailed focused assessments of a.s. dossiers,

the IVC confirmed the consistency and scientific excellence
of the Ctgb assessments. The Ctgb assessments are
conducted in line with the relevant EU procedures and are
comprehensive and transparently reported. The responses
to the comments received from others are properly
addressed, and incorporated in the following versions of the
assessments. The internal documents also provide evidence
confirming the implementation of the internal processes for
reviewing and commenting as already mentioned for

the national assessments, extended in this case to
consultations with the RIVM regarding the justified proposal
for classification and labelling under the CLP Regulation.
The DMS holds an archive of the assessment process,
procedural and scientific, including early drafts with
comments from the reviewers and the responses from the
assessors, the exposure estimations with the raw data and
calculations, internal correspondence, and other relevant
information.

Regarding the Ctgb participation in commenting rounds,

the IVC confirmed by accessing the commenting tables that
in general the Ctgb comments are relevant, well justified and
clearly presented. The accessed internal documents show
Ctgb’s efforts to facilitate the commenting process, including
additional detailed indications for the experts regarding

the process and the expectations.

Overall, the publicly available and internal evidence analysed
by the IVC indicates that during the evaluated period the
Ctgb has maintained a very high level of scientific excellence
in their assessments and is a key contributor to the EU
assessment processes for pesticide and biocide a.s. and
products.

Contribution to scientific and
methodological development

Regarding progress in the scientific assessment
methodology, the Ctgb has prioritised the development

of methodologies for assessing green products. This
prioritisation has impact on the Ctgb contribution to

other scientific developments, nevertheless, the information
confirms Ctgb's participation in several guidance and
methodological processes at EU and zonal level. An

element to be further considered by Ctgb is that the tasks
and responsibilities of Ctgb regarding national, zonal and

EU assessments are based on the regulatory application

of scientific knowledge. As scientific knowledge relevant
for pesticide and biocide risk assessment is continuously
evolving, Ctgb requires a long/term strategy to ensure that
the capabilities of the scientific staff are maintained and
updated.

The approach implemented in the Netherlands is based

on the collaboration of Ctgb with research organisations,

in particular with RIVM and Wageningen University and
Research (WUR). During the evaluation, the IVC received
evidence covering some collaborative projects, confirming
the participation of Ctgb scientific staff. The role of the

Ctgb staff depends on the project, but in some cases the

role was only tangential, as a future user of the tools and
methods to be developed, and the IVC deems that higher
involvement could have been beneficial. While the role of
researchers is different from that of regulatory scientists,
both are equally needed for developing tools and methods
for risk assessment. Ctgb scientific staff gain highly valuable
scientific knowledge through the assessment and expert
discussions, and the workplans should consider that
participation in these projects is not only beneficial in terms
of personal and institutional recognition, but a key element
for ensuring that research and innovation are adequately
integrated in the risk assessment methodology.

RECOMMENDATIONS

12. The IVC recommends that the Ctgb workplans
should balance short and long term needs and
provide Ctgb scientific staff with sufficient time
to contribute to the update of the risk assessment
methodology. Specifically Ctgb should further
develop the collaboration with RIVM, WUR and
other research institutions to maximise the use
of the accumulated Ctgb scientific knowledge on
risk assessment.

Issues - lead-times and delays

Delays and lack of capacity for respecting the timelines
established for the different steps of the scientific
assessment for PPP and BP is, unfortunately, a common
situation at EU and national level, also affecting Ctgb. This is
the consequence of a combination of different factors, some
under total or partial control by Ctgb and others outside
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the Ctgb remit. Ctgb has already addressed the internal
issues in detail and started a process for re-organisation in
order to improve efficiency, as detailed in the section on the
new organisation (page 16). In addition to workload, staff
allocation and efficiency issues, there are other factors to
be considered. The IVC has identified two factors of specific
relevance to be further considered by Ctgb in terms of
efficiency estimation.

One is the continuously increased complexity of the risk
assessment process. The number of guidance documents
and tools is increasing, and the complexity and length of
each guidance follows an exponential trend. Examples are
the additional guidance on genotoxicity or the updated
EFSA guidances on bees and on birds and mammals. This
situation requires additional time to keep the staff updated.
Considering the turnover of scientific staff, and the different
uptake of guidance and methodologies for the different EU,
zonal and national assessments, this is particularly relevant
for new staff who should be trained in both the previous and
the updated methodologies applied to different assessment
frameworks.

The second factor is the additional timelines between

the internal steps of the risk assessment process. All
assessments are iterative by nature, the internal iteration
requires effective communication between different Ctgb
experts, offering Ctgb the possibility to further improve the
internal process, while the iterations with external actors,
such as the applicant, MSs and EU agencies, are mostly
outside Ctgb control and requires the staff to put on hold
the assessment, and restart the process after weeks, months
or even years, e.g. following a 30 months’ clock stop under
Commission Implementation Regulation (EU) 2018/1659
(EU 2018).

RECOMMENDATIONS

13. As a consequence of the combination of both
factors, during the planning stages of the scientific
process, the time allocated to the actual assessments
and the time allocated to ensure that the staff is
updated and knowledgeable, should be reassessed
for the different processes, areas and seniority levels
on a regular basis. If necessary, the workplans and
assignments should be revised. This process will
ensure that delays related to increased scientific
or procedural complexity are not misunderstood
as a lack of efficiency.

Informing the Commission and the
other Member States about unexpected
harmful effects

A general assumption is, that based on the risk assessment
and risk management, an authorised product is safe, if
used according to its use instructions. Nevertheless, new
information can emerge about unexpected harmful effects.
In that case, the Ctgb receives a notification from an
authorisation holder, a third party such as the NVWA, the
Environment and Transport Inspectorate (ILT), the National
Poisons Information Centre (NVIC) or a user of a product.
New information can also be published in scientific papers
or newspapers. Notification concerning new information
(Article 56 Reg 1107/2009 (EU 2009) and Article 47

Reg 528/2012 (EU 2012)) which must be investigated to
assess whether there is a risk not foreseen in the original
evaluation, with the conclusion that the authorised product
no longer complies with the requirements. In cases where it
concerns new information about the substance, Ctgb shares
it with the Commission and other Member States.

If the new information indicates unforeseen risk, the

Ctgb asks the applicant to submit a request to change the
conditions of authorisation. If the changed conditions of
authorisation can solve the problem, no notification is
required to other Member States and the Commission. If the
applicant does not want to submit a change request, then
the Ctgb intervenes in the authorisation. Ultimately, such
new information may even lead to the authorisation being
withdrawn. A process for such notifications is in place at
the Ctgb, and the Reports Information Coordination Team
(MIC) team is responsible for processing a wide range of
new information. Since 2020, about 20 notifications were
received that concerned the above-mentioned Articles.

Based on the evaluation of the procedures of notification,
the IVC appreciates the effort of the Ctgb to timely

inform the other Member States and the Commission on
unexpected harmful effects of biocides and plant protection
products and considers the procedures of notification
functioning well within the Ctgb. This is a good example,
where the Ctgb is a forerunner in sharing new information
within the EU Member States. The IVC suggests that the
Ctgb maintains in its new organisational structure the MIC
team to actively search and process new information about
PPPs and biocides to share with other Member States and
the Commission.
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The Green Team

The "Green Team" is a special group within the Ctgb
assessment structure, that takes the lead on active
substances and products, mainly PPPs, based on microbials
as well as other “green” (e.g., botanicals, pheromones,
peptides) active substances and products.

The Team has a strategic role: within the framework of the
EU Green Deal, that calls for halving the use of chemical
pesticides by 2030, the national Vision for the Future of
Plant Protection (NL 2023) highlights the importance of
promoting the use of “green” PPPs. Stakeholders’ interest
has also been demonstrated by the attendance at the
workshop dedicated to the new assessment framework

of “green” PPP: the event was organised by the Ctgb on
November 2022 and involved more than 50 participants,
both manufacturers and consultants from the Netherlands
and elsewhere in the EU. The IVC notes that the Netherlands
was the first Member State to hold a workshop on the new
dossier requirements. In accordance with the requirements
by policy makers, the Ctgb’s long-range strategy envisages a
priority pipeline for the assessment of microbial and "green”
dossiers. This is reflected by the fact that the majority
(approximately two thirds) of pesticidal substances for which
Netherlands is rapporteur or co-rapporteur in the EU (29 in
2022) consists of microbials (viruses, bacteria, fungi) and
other “green” a.s. such as plant extracts and peptides.

The assessment of microbial pesticides requires different
expertise compared to the conventional chemical
substances. The Green Team possesses all the relevant
expertise. For highly specific expertise that is not available in
house, the Team can approach RIVM. The IVC staff interview
revealed that the Team is highly committed and aware of

its strategic role. The Team showed to be most enthusiastic
about the new ways of working and the re-organisation of
Ctgb into dossier-targeted transdisciplinary teams; the new
re-organisation, indeed, will facilitate the Green Team to
cope with the increasing workload by gathering expertise
from other Ctgb colleagues.

The expertise and commitment of the Green Team is
highlighted by the role of Ctgb in the discussion of the
scientific criteria in the new (September 2022) EU regulation
on the microbial active substances and PPP (EU 2022 a, b,

c). The Team has shown their strength for the assessment

of “green” pesticides and as a result the team has been

appointed to the EU peer-review process. The IVC suggests
that Ctgb continues its efforts to update the guidance
documents for microbial pesticides, exploiting and
developing further the significant expertise and experience
gained to date.

The prowess of Ctgb on microbial pesticides was also
indicated by the correspondence and documents concerning
the Peer review of the pesticide risk assessment of the active
substance Cydia pomonella granulovirus (EFSA 2022), where
the Netherlands acted as co-rapporteur Member State. Here
the Ctgb experts actually carried out a large part of the work,
in particular the environmental fate and behaviour and the
ecotoxicological risk assessment.

The IVC commends the activity of the Green Team also
because it marks the Ctgb’s proactive role toward the EU
Green Deal. Meanwhile the IVC wishes to emphasise that
the prioritisation given to the “green” a.s. should not weaken
the assessment of the “conventional” chemical PPPs and
BPs: these will remain an important component of the EU
regulatory framework, hence Ctgb should maintain its
current high-rank work on chemical PPP and BPs.

RECOMMENDATIONS

14. While the IVC commends the priority pipeline
for “green” substances, attention should be given
to maintaining the current assessment capacity
toward “conventional” chemical PPP and BP.
Furthermore, the IVC suggests that Ctgb continues
its efforts in updating the guidance documents
for microbial pesticides, exploiting the significant
experience gained to date.

Contribution to the sustainable use
of pesticides

The Netherlands’ new Vision for the Future of Plant
Protection (NL 2023) provides guidelines on the Dutch
policy on the sustainable use of pesticides. It highlights
very much the importance of integrated pest management
(IPM) to reach its strategic goals for building resilient
cropping systems. In the multiannual strategy of the Ctgb
sustainability is highlighted by prioritising assessments

of "green” dossiers and strengthening the capacity of the
green team in microbiological knowledge. In fact, the NL is
the leading Member State in charge of evaluating microbial
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active substances acting as the RMS for circa every third
microbial PPP active substance dossier in the EU, and thus
enabling alternatives for chemicals to be on the market.
In the staff interviews the planned new organisation
structure of multidisciplinary teams was considered to be
a strong asset for delivering expectation on Sustainability.

Ministries of the Environment and Agriculture are
responsible for the Netherlands’ opinions concerning

the sustainable use of pesticides (Directive 2009/128/

EC (EU 2009 b) and the Commission proposal for the
regulation, (EU 2022 d), including IPM issues, but the

Ctgb is consulted in the interministerial negotiations. As
integrated pest management (IPM) options are not under
the direct responsibility of the Ctgb, it cannot take decisions
on alternative methods to be used. It is up to the user to
decide, which risk mitigation measures best fit specific use
conditions

Comparative assessment

The Ctgb admits that conducting comparative assessments
is a big challenge, as do all Competent Authorities within the
EU Member States. For PPP the procedures of comparative
assessment were introduced in the Ctgb in 2016, and the
processes are under current development. The layout of the
‘NL addendum CA'’ contains the comparative assessment
prepared by the applicant, the NVWA' integral comparative
agronomic assessment and the conclusion prepared by the
Ctgb. An improved format for the ‘NL addendum CA' is in
preparation, where the applicant’s version is the starting
point, and where comments from the NVWA (in case of
PPPs) and RIVM (in case of biocides) as well as those from the
Ctgb can be displayed, as is customary in other parts of the
assessment report.

In practice, comparative assessment has not led to any
substitution yet, because the risk assessment schedules

of alternatives are not aligned with the assessments of

the candidates for substitution. When the agronomical
comparison identifies sufficient full alternatives that require
a comparative risk assessment, this can only be performed
when the standard risk assessment for the alternative has
been finalized. No examples where the substitution is
possible to implement could be given, due to the limited
availability of different modes of action. The situation is
similar for almost all MS.

The EU Commission concluded in the REFIT-evaluation

of the PPP regulation that the comparative assessment is
neither effective nor efficient. In 2021 the Commission
started an EU working group to prepare a proposal to
improve the criteria and guidance document for comparative
assessment. The NL has actively contributed to this work
using the expertise of the Ctgb. The Ctgb has provided the
Commission with input to improve the system. This effort is
acknowledged by the IVC members.

The Ctgb highlights the weaknesses of the procedure:
comparative assessment is difficult to implement in practice.
The IVC questions if it is possible to determine whether

the suitable alternative product or method, if available, is
significantly safer than the product based on the candidate
for substitution. Since the alternative product is usually

on the market for many years, the risk assessment was
performed according to older guidance documents and
data requirements. The new product is assessed according
to the latest guidances. A complete risk assessment of

the alternative in accordance with the latest guidance is
usually not possible due to the lack of data and would have
a prohibitive workload. Even if such a comparison could

be made, it is unclear how differences need to be weighed,
e.g., if a product is less of a risk to the environment, but
more of a risk to the operator compared to another product,
which product is significantly safer? Ctgb is seeking a

more pragmatic, less laborious way of making the required
comparison. Practical choices regarding the execution of the
comparative assessment are also being evaluated and the
Board will be advised to make some adaptations.

In the onsite interviews it was noted by the IVC members
that the agronomic expertise of the appropriate scientific
assessors to consider non-chemical alternatives to pesticides
is not as deep as Ctgb’s expertise in other areas of risk
assessment. The Ctgb is largely dependent on the expertise
of the NVWA or the RIVM in questions dealing with
comparison of viable alternatives. The situation is similar in
all Member States and the effective implementation of the
substitution principle is hampered both in PPP and biocide
authorisations.
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Overall Conclusion

RECOMMENDATIONS

15. The IVC recommends that Ctgb ensures that
it has adequate number of scientific staff
with enough expertise and knowledge for
the comparative assessment of alternative
nonchemical methods for controlling pests,
weeds and diseases both in agricultural and
biocidal use situations, including the socio-
economic analysis.

Stakeholders' views

Ctgb is an independent authority (in Dutch ZBO) which
performs public service tasks but operates independently
and not under the direct authority of a Dutch ministry.

As such it must be evaluated every five years for its efficient
and effective functioning under the ZBO Framework Act
(wetten.nl - Regeling - Kaderwet zelfstandige bestuurs-
organen - BWBR0020495 (overheid.nl)).

The IVC was given access to a report for the period
2016-2020 which was commissioned by the Ministry of
Agriculture, Nature and Food Quality (LNV) from Andersson
Elffers Felix (Doelmatigheidsonderzoek 2016-2020 - AEF -
Deskundig en onafhankelijk onder toenemende druk, AEF
2022), and is based on information, interviews with Ctgb
and the ministries involved and focus groups with relevant
external stakeholders. The Dutch document was Google
translated.

The IVC agrees with the report’s principal conclusion that
Ctgb generally functions efficiently and effectively in its

risk assessment processes, its provision of policy advice and
cooperation in the EU. The report recognises the pressures
and challenges to Ctgb’s performance arising from the
increasing workload and the increasing time required to
process applications. Much of this is beyond Ctgb’s control
arising from the European legislation. Also acknowledged is
the importance of recruiting and retaining suitably qualified
staff and the continued need for communication about the

authorisation decisions to producers and other stakeholders.

The IVC strongly agrees with this conclusion.

During its mission, the IVC2023 has examined a large
amount of written documents and interviewed a significant
number of staff at all levels. Based on the substantial
information gathered, the IVC2023 is very pleased to
confirm that the Ctgb is a high delivering regulatory
organisation with a strong scientific core. The IVC is

also very grateful for the unlimited access and assistance
provided by the Board, Management and staff of the Ctgb
during its work both on and off site.

The current IVC appreciates that most of the
recommendations of the two previous visitations have
been implemented by the Ctgb which continues to build

for the challenges ahead. The Ctgb operates at an excellent
scientific level, a conclusion supported by the quality

and consistency of its assessments and its influential
contribution to the commenting phase at EU level. The
scientific work of the Ctgb and its outcomes are of good
quality and largely appreciated within the community of
risk assessors and risk managers within the EU Member
States and internationally. A highly positive and recognised
aspect is the significant contribution to the development
and harmonisation of EU and international guidance
documents. Ctgb’s internal Evaluation manuals are another
valuable aspect, as they are clear, detailed and up-to-date,
and unified for EU and national assessments (PPP chemicals:
Evaluation Manuals | Plant Protection Products | Board for
the Authorisation of Plant Protection Products and Biocides
(ctgb.nl) PPP biopesticides: Evaluation Manual Biopesticides
| Plant Protection Products | Board for the Authorisation of
Plant Protection Products and Biocides (ctgb.nl) Biocides:
Evaluation Manual | Biocides | Board for the Authorisation
of Plant Protection Products and Biocides (ctgb.nl)).

The IVC suggests that these Evaluation manuals could

also refer to new guidance documents and tools that are
still not formally implemented (e.g., at the phase of public
consultation) as the manuals will then provide updated
scientific views on some issues. The IVC also notes a
possible issue when time schedules for the assessment of
national products may lead to the use of parameters that
are superseded at the EU level: the IVC recommends that a
mechanism be established within Ctgb for alerting the Board
in cases where the use of the updated values could lead to a
different conclusion.

The Ctgb, in accordance with the national NL policy and
the expectations of the EU Green Deal, provides a priority
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pipeline for “green” products, such as products based on
microbial pesticides. This is clearly demonstrated by the
applicants’ selection of Ctgb to acts as RMS for a.s. at the

EU level, as well as by the creation within the Ctgb of an
enthusiastic and talented Green Team to deal with the
assessment of such substances. Meanwhile, Ctgb also shows
commitment, both as RMS and through the commenting
phase, to conventional chemical a.s., which still represent
the majority of pesticide and biocide a.s. under assessment
in the EU. The IVC fully supports this dual approach, and
commends Ctgb for maintaining attention to both green and
conventional a.s..

Considering the turnover of scientific assessors, a vital

point in order to maintain and improve the Ctgb’s existing
high standard and reputation, is the recruitment and
retention of suitably qualified and trained staff. Additionally,
opportunities for personal career growth within the Ctgb
such as the creation of new positions could possibly reduce
the turnover of staff and attract new motivated personnel.

Overall, staff involved in risk assessment are well-qualified
and show the required range of multidisciplinary expertise;
however, in a number of cases the IVC could not complete
a full appraisal of the expertise, because the available
information in the CV's is very limited and incomplete,

a point needing improvement.

From the organisation standpoint, the Ctgb has withstood
well the disturbing and prolonged impact of the Corona
pandemic. Indeed, the whole management and all staff

are to be congratulated for their combined efforts and new
ways of working which resulted in very few practical delays
in delivering the extensive work program. Based on this
positive experience, Ctgb has organised and put in place a
highly effective hybrid working program.

Although Ctgb's imminent organisational change was not
formally within the terms of reference of this evaluation,
the IVC recognized the strong motivations behind it:-
namely, efficiency, and in particular time-effectiveness,

and improving interdisciplinarity and optimisation of
working according to the process flow. The IVC also noted
that the majority of staff were very positive about the
oncoming changes. Overall, the IVC is favourably impressed
by the open and collaborative attitude, by the culture of
collegiality permeating the organization as well as by the
determined effort to promote external and internal training

and personnel development. In addition, the IVC found
Ctgb’s internal communication policy to be appropriate,
clear and effective; it should continue to be pursued with
determination, taking care that all employees have the
possibility of receiving and seeking information and
answers. Meanwhile the IVC recommends that clear and
transparent criteria are publicised for the promotion of
staff to management and/or senior scientific positions, and
suggest the establishment of a future parallel career path
for scientific staff, which does not require senior scientists
to apply for managerial positions in order to progress
professionally within the Ctgb. The IVC also supports the
current DOI policy and recommends that its implementation
should be maintained in the future.

The Ctgb satisfactorily complies with the requirements

of relevant EU and national legislation in its regulatory
work and provides the NL policy makers with valuable
scientific and technical support. At the same time, the IVC
recognizes that Ctgb shares with the other MS authorities
problems relating to the increasing complexity of the
legislative requirements at the EU level. A competent

legal team deals with objections, appeals and complaints.
Well-founded decisions with clear arguments contribute

to better acceptance by the applicants and general public,
thus leading to fewer numbers of objections. However, as
the handling times of objections and court cases are usually
long, the IVC'’s evaluation window may not be long enough
to show a consistent reduction yet. Since the PPP and BP
legislations are continually evolving and increasing in their
complexity, networking with other legal expert groups
including academics could clearly help the work of the Ctgb
legal team by increasing contact with wider expertise.

The commendable initiatives taken by the Ctgb within the
EU regulatory community, for instance informing other
Member States and the Commission without delay about
unexpected harmful effects of plant protection products
and biocides, are acknowledged by the IVC. In addition,
the IVC supports the Ctgb commitment in the recent (2021)
EU working group on alternative non-chemical methods
for pest control and recommends that Ctgb ensures having
sufficient scientific staff available with relevant expertise.

In accordance with the EU framework, openness and
transparency are key principles in risk communication and
in the appropriate exchange of timely information: both
build trust. Ctgb commits a lot of effort to achieve a high
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CURRICULUM VITAE

Dr Anthony Richard Hardy

Telephone: +44 1428 609779 Home: 63 Kingswood Firs

Mob: +44 7789 609784 Grayshott
e-mail: thardy91@btinternet.com Hampshire, GU26 6ER

United Kingdom
Career Resume

e originally tramned in zoology and ecology, joined Ministry of Agriculture, Fisheries
and Food as a research biologist

e 7 years as an environmental chemist developing field risk assessments and methods
for determining the environmental impact of pesticides, links with registration
department and industry

* developed expertise in ecotoxicology, 35 years of contributions as member of
several national and international regulatory committees, initially pesticides
(ecotoxicology and environmental impact) but since 1998 on wider food safety
issues at National, European and wider International levels

e 3 years as senior manager leading research Mammals and Birds Department

e 2 years as Research Director of the ADAS Central Science Laboratory (forerunner
of the MAFF Executive Agency Central Science Laboratory), then UK Ministry of
Agriculture, Fisheries and Food became Department of Environment, Food and
Rural Affairs (Defra)

e 17 years as Science Director (Agric-Environment) and Management
Board/Leadership Team member at Central Science Laboratory contributing to and
leading parts of change management programme. Agency launch. major relocation
exercise and re-establishment at new laboratory site. Corporate responsibility for
development of CSL agency and business.

e Interim Director of Centre for Low Carbon Futures, based at University of York, to
establish the Centre, set up Company Limited by Guarantee, established funded
pilot projects across Yorkshire Universities, developed profile and promoted cross-
university Centre (York, Leeds, Sheffield and Hull Universities)

e Retired 2010

Career Summary

April 2009 — January 2010 Centre for Low Carbon Futures Interim Director
(University of York, UK)

Tasked to set up the new Centre, establish i1t as a Company Limited by Guarantee, set up
agreed cross-university pilot research projects, recruit research staff and core Centre staff,
develop and implement communication plan, develop profile and promote the Centre, liaise
with University senior academics, report to interim Board (Vice-Chancellors of Universities
of Hull, Leeds, Sheffield and York, Yorkshire Forward and Yorkshire Universities), establish
links with regional business community, develop corporate strategy and bids for external
funding.

Ongoing April 2003 — April 2018
Independent risk assessment expert

Worked as an independent risk assessment expert with the European Food Safety Authority
(EFSA), based in Parma, northern Italy. I chaired the Plant Protection Products and their
Residues Panel (PPR Panel) and therefore was also a member of the senior cross-discipline
Scientific Committee (9 years). In 2012 I was appointed directly to the Scientific Committee
and have chaired it for 6 years. This required regular meetings in Italy, primarily Parma, but
also 1 Austria, Belgium (Brussels), Denmark, France, Greece, Netherlands, Slovakia, Spain
and Portugal and involved interaction with the senior management of EFSA and the European
Commission.

April 1992 — 2009  Central Science Laboratory Science Director
Sand Hutton (Agri- Environment)
SCS JESP 11 (Band 1)

My job was divided into 3 main areas of activity and responsibility:

A) As Science Director (Agri-Environment) I was principally responsible for developing the
science and the delivery of the work programme of the Directorate. This diverse programme
covers sustainable land management. environmental protection, wildlife management and
pesticide and disease impacts on wildlife. As part of the CSL Leadership Team, I had
corporate responsibility for the strategic planning, leadership. management and operational
delivery of the agency’s overall work programme.

B) Appointed as an independent scientist to the risk assessment panels of the European Food
Safety Authority, EFSA, I was elected Chairman of the Plant Protection Products and their
Residues (PPR) Panel which primarily carries out risk assesments on pesticide dossiers and
develops guidance on risk assessment. I was also a member of the EFSA Scientific
Committee which sits above the Panels and operates across all disciplines. This activity
required regular meetings in Italy and other Member States and frequent interaction with the
senior management of EFSA.

C) Across CSL, I account managed the Defra R&D programme, interacted with senior policy
customers in core-Defra and Science Directorate to establish, and deliver the programme and
co-ordinate the delivery of the scientific project reports.

I managed 3 science groups (Plant Health Group, Wildlife Ecology and Management Group,
Environmental Biology Group). In 2007-2008 for example I had budget responsibility for
£24M and management responsibility for approximately 350 staff.

Tony Hardy CV Page 2
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PERSONAL INFORMATION

POSITION

WORK EXPERIENCE

1.1.2021 - currently

1.6.2017 - 31.12.2020

Cumiculum Vitae Sarni Paivikki Autio
Sari Paiv kki Autio

§ Finnish Safety and Chemicals Agency Tukes, PO Box 66, 00521 Helsinki, Finiand
Home: Etelarinteentie 44, 10300 Karjaa, Finland

iy +358295052196 || +358 50409 6379, personal mobile: +358 50 539 4044
& sari autio@tukes fi

wwwiukes §
'ORCiD 0000-0002-4169-7268

Sex Female | Date of birth 31/08/1961 | Nationality Finnish

Senior Officer, Finnish Safety and Chemicals Agency Tukes

|

Finnish Safety and Chemicals Agency Tukes, Helsinki, Finland
Senior Officer
| am resp for i i affairs mesaietymm«:omdmd
suveﬁ\eeofdiemeds, ing Finland in the EU
SCoPAFF, Steering on (NKE)undertheNonicCotncidMnm
EU DG SANTE working groups on the i use of icides and spedific p ion goals for
ecotox cology.
Mywahsbwsmgmihemkmﬁgﬁonandmdudnndmesmdmksdplamm

ive and non- plant pi low risk and bk ducts

AWM“MmdMWMMMWMPMMMMWdM
the i of its task forces on organic/ PM and monitoring of

mnduesnmemnent
Participation in expert groups and projects:

*  Tutorin the European BTSF training p on the risk of microbial plant
protecfion organisms (RAMO) 2021-2023.

. Memberoﬂ'leeupatomwnﬂeeo'meNRAE(FR)ledpm,ed?mmm

free agri in Europe in 2050°.

. MemberofheEwenGrumbrTedeMmemOumducﬁon(EGTOP)dme
EU DG AGRY, chairing its sub-group on ing agents and of
the sub-group on fertiisers and plant protection products (2022-2025).

*  Secretary of the consultative sub-committee for EU affairs on plant protection products
under the Ministry of Agricutture and Forestry.

* In2013and in 2018, ofani commitiee for
evaluafing the scientific process, scientific output and decision-making process of the
Nmmmummmmampmpmmmm@)_
In 1 on the px of risk and of
i inthe 2018 i

Business or sector Govemmental Authority

Natural Resources Institute Finland (Luke), Helsinki, Finland

© European Union, 2002-2018 | eurcpass. cedefop eurnpa eu Page1/8

=europass

1.1.2011 - 31.5.2017

1.9.1990 - 31.12.2010

Cumiculum Vitae Sari Paivikki Autio

Research Manager, Finnish Organic Research Institute (FORI), temporary contract on the leave of
absence from Tukes.

C ination of the idiscipli of on at the Luke and the
University of Helsinki. ﬁmshOrgam Institute (FORI) op under the University of
Helsinki and the Natural Resources Institute Finland (Luke) and promotes organic food production
andwmmhonﬂmughumheleshﬁ)odehanbythememsofm science

nication, and

Rep ive of Luke in the h initiative Chemical Pesticide Free Agriculture”.
M in the ive EU sub- for organic food and farming under the Ministry of
Agriculture and Forestry. Parficipation in projects L buumi (2018-2021), K LPA 2020 (2018-
2021), SoildiverAgro (2019-2021) in Luke, as well as in steering commiittees of several other

research projects. Supervising and ing of theses on for the University of Helsinki,
faculty of agriculture and forestry. O isation of i workshops and stakeholder
events and communicafion about the scientific on ics to p i and the society

in general.
Business or sector Research

Finnish Safety and Chemicals Agency (Tukes), Plant Protection Products Unit, Helsinki,
Finland

Senior Adviser

30 years of experi in envit fate and i ical risk of plant
both at nati and intematonal levels. EUmkm(sofacWe

subslxncab(whnhl-’nlandlshe._,,. Stateand ing the of

those active substances at the EFSA peer review. i ion in the ision making

wnhnmeDGSANTESCoPAFFbrpeerrewawofmkasseesmernsprepmedbymMS,OECD
Pesticides WG including the expert group on pesticide risk indicators (EGPRI), and Nordic pesticide
co-operation under the Nordic Council of Ministers and in the EU Northem Zonal Steering
Committee. Ooadmnmofheupda‘bdmeGmhnceDoun)en(mwk-sha'ngmmeNoman
zone in the regg ion of plant prote ducts, which is a living document to be updated
accaungtopmgrmngsoenoemdhedevebpmmtofEUgu-dam

| also ici| inthe ion of the Action Plan (NAP) on the sustainable use of
Plant Protecfion Products in Finland, andﬂ'les&eemgcmmiteeoflsmplwsermnon

C ly, the motivation for my d | studies grew from the experience on preparing and
rnplemermngheFrrm NAP, and Tukes granted me two years study leave in 2014-2015. The
topic of my PhD thesis is: “Do we listen to earthworms? Tools for evaluating the Finnish Nafional
Action Plan on the sustainable use of plant protection products®.

Business or sector Governnmental authority

Finnish Environment Institute (Syke), Chemicals Division, Helsinki, Finland

Senior Adviser

= Environmental risk of plant p jon p (envi fate and
ecotoxicology), about the tasks, please see above.

= | have about five years of experience on leading the PPP-team in Syke, and two years of
experience as project coordinator within the Pilot project on Biocides funded by the Commission
DG ENV.

« During the p ion of the EU legislation on plant p ion p 1 supp the Finnish
delegabmoﬂhe(;ounulwcdmggm(zmm)

* The change of employer was due to re i of the ical safety ities in Finland. |
was closely involved in the pl g of the legisiatiy ition and re- isati

Business or sector Governmental authority

© European Union, 2002-2018 | europass. cedefop europa eu Page2/6
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1.7.1988 — 31.8.1990

1985 — 1988

EDUCATION AND TRAIN NG

1212013 -3/2017

09/1981 — 04/1988

PERSONAL SKILLS

Mother tongue
Other languages

Swedish

(2™ official language in Finkand)
English

Geman

Russian

Estonian

Curriculum Vitae Sari Paivikki Autio

_}K« ropass

Ministry of the Environment, Helsinki, Finland B

Researcher

fate and

= Envi risk of plant p i ducts (
eoohxxcology) about the tasks, pleaseseeabove

Curmiculum Vitae San Paivikki Autio
Good communication skills gained through my i in inati ,he ganic/ PM taskf of
the NAP and the network of researchers at FORI and i h on organics fo the

general public. Fnentwruaandsped(erbw\npopularaMwenMnoonm

= The risk tasks were based on temporary contracts. O isati I ial skills

Business or sector Governmental authority

University of Helsinki, Department of Environmental Science, Helsinki, Finland
F iable periods, temporary

«E O i on bsta and heavy metals in the environment
= Mobility and leaching of heavy metals in Finnish soils

Business or sector Research
Job-related skills

PhD in Environmental Science
University of Helsinki, Faculty of Biol
D of Envi

= PhD thesis ‘Do we listen to
i use of plant p ion p

1 and Envi A
Helsinki, Finland
? Tools for

the Finnish National Action Plan on the

MSc in Environmental Science

University of Helsinki, Faculty of Agriculture and Forestry, Institute of Environmental Science,
Helsinki, Finland

= MSc thesis about heavy metal contents in mushrooms in acidified and non-acidified forests

|
Finnish
UNDERSTANDING SPEAKING WRITING
Listening Reading Spoken interaction ~ Spoken production

c2 c2 c2 c2 c2

C2 C2 c2 Cc2 c2

B2 B2 B1 B1 B2

A2 A2 A2 A2 A2

A2 B1 A2 A2 A2
Levels: A1/A2: Basi -B1B2: user-C1/IC2F
Common European Framework of Reference for Languages
© European Union, 2002-2018 | europass. cedefop.europa. eu Page3/8

=1 ;and i oﬂheexpatgouponheNAP(eaJOexperBrepvmﬁl\gmm
advice, p users, sales and retailers of plant protection

products, NGOs)

=1 and ination of the multidiscipli etwork of of the FORI (ca. 160

resea'uhersatLukeandﬂ)eUmerstyofHelsnh)

= Steering committee member to supervise projects on the usedPPPs on the

orgamcfoodand[annng aswellasoncuv ] i of plant

. of p i i safe‘!yanddevelopmemofrsk

assessmerﬂmeﬂwddogm ﬁndedwtheNonicCounuloanm
-Prqectmanagementskisguledn many projects during my career

= Good k vledge on the I and ibilities of the ities on

=L ip and dination of the envi risk team of plant cti d
= Good knowledge on the organic food and farming, especially on the envi impacts
-Nmmmmcm(mmonmﬂm
Extensweexpmeneemmensk L jies and making on
approval and of pesticides in the EU

= Good knowledge and i on the National Action Plans on the sustainable use of pesticides
in the EU

= Experience and skills of interdisciplinary

«E i oni i ing on org: , €.g., FOAM-EU and TP Organics

= Good teaching skills: supervising undergraduate students in master’s studies, evaluating the theses,
and lecturing at the courses on organic food and farming upon the request of the University of
Helsinki.

. jonal course on d: ics Autumn 2015, University of Helsinki.
-ln‘lemabondmseonMuwleCrnmaDeusm lysis Spring 2017, University of Helsinki.
SELF-ASSESSMENT
Information =i Content Problem
z Communication 5 Safety .
Proficient user Proficient user Basic user Independent user Basic user

Levels: Basic user - Independentuser - Proficient user
Di - Sedf-assessment gri

HAUS eOppiva ABC of data forp 16.12.2019
Computer skills:
= good of it Office (Word, Excel, PowerPoint, Outiook, OneNote)

= experience in EU FOCUS models and scenarios for ground water and surface water risk
of plant protecton p
= Interest in envil risk indi of

eg, the HAR 2010

© European Union, 2002-2018 | europass.cedefiop eurcpa.eu Page4/8
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Interest in evaluation research:

= In 2022, Evaluation of the Finnish National Action Plan for the sustainable use of plant protection
products Il (2018-2022)
= In 2019-20, contribution of FORI to the external evaluation of Luke.

- In 2013 and 2018, | was invited to a five-member intemational visitation committee for evaluating the
scientific process, scientific output and ision-making pr ofthe | Board for the
Authorisation of Plant Protection Products and Biocides (CTGB).

= In 2017, Tukes an internal ion of its risk of plant protection
pi and biock for which | contri onﬂ\ebasasofheDuMexpenenoe
= In 2016, my PhD research contributed to the ies of jon of the Finnish National

Action Plan for the sustainable use of plant protection products.

Drivinglicence AB

ADDITIONAL NFORMATION ]

Memberships  Expert Group for Technical Advice on Organic Production (EGTOP), EU DG AGRI (2022-2025)
Sub-committee of the EU issues on plant protection products under the Ministry of Agriculture
and Forestry, Finland (secretary)

Sub-committee of the EU issues on organic farming under the Ministry of Agriculture and
Forestry, Finland (2018 - 2020)

Intemational Visitation Committee for the Ctgb, NL (2013, 2018)

Steering group of the InnoFood research programme at Luke (2017 - 2020)

Steering group for the Finnish National Action Plan on the sustainable use of plant protection
products (2011-)

T XINNV - 801D 3IHL 40 NOILVLISIA ANOD3S IHL 40 L¥0d3y

Finnish Society i S

Council Member of the Trade union for natural, environmental and forestry scientists Loimu

(2017 -)

Sﬁeering group in j ing the i tal effects of plant
cts and i food and

OECD expen group on peshude risk indicators (EGPRI) (2011 -2016)
Kevake working group for re-organizing the chemicals product surveillance tasks from three separate
authorities to Finnish Safety and Chemicals Agency Tukes (2010). The new organization started in 2011.

Honours and awards SL R Knight of the Order of the Lion of Finland 6.12 2009

Projects  Luoto 2019 (The activiies of FORI) 2019-2020
Kilpa 2020 (The env ronmental performance of Finnish animal production) 2018-2020
L i (More ics onto the market by i ing the of 2019-2021
SoidiverAgro (Diversity of soil organisms in organic farming) 2019-2023

Selected publications a0 S Laitala, E. & Kalio-Mannila, K. 2022. Evaluation of the Finnish Action Plan for the Sustainable
in English Use of Pestici ipt submitted to Agri and Food Scence

Autio, S. 2021. "Assessing Assessors — How to Evaluate the Scientific Performance of a Pesticide
Regulatory Authority”, published on REALaw.blog on 22.10.2021 and available

at: https /irealaw blog/?p=610
Autio, S., Koeter H Carretero, M., Hardy, A & i, A. 2021. A

P ﬁx a for ing the scientific perf ofa p
aulhonly European Journal of Risk Regulation, 1-13. doi:10. 1017Ierr 2021.11

© European Union, 20022018 | europass.cadefop.europa eu Page5/6
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Cumiculum Vitae San Paivikki Autio
Autio, S. & livonen, S. 2021. R h data and i for the t of
production in Finland — Finnish Organic F Institute’s h strategy for 2021-2024.

Research data and solutions for the development of organic production in Finiand — Finnish
Organic Research Institute’s research strateqy for 20212024 (luomuinstituutti.fi)

Peltoniemi, K., Talgre, L., Autio, S. & Kankanen, H. 2020. Chapter 10. Improving soil quality
with cover crops. Pp. 124 139in: Sono-Gomez D., Shanskiy, M. & Femandez-Carmo D.

(eds.) 2020. I i gl and soil biodi - An overview
of current ge. E-book deli ble of WP 2 of the SoildiverAgro project ﬁnanced by the
EU Horizon2020 and it prog under grant ag t No. 817819.
IIsoildiveragro. websS uvigo e: iyl 1ds/2020/12/Ebook-WP2-Interactions.
livonen, S. & Autio, S. 2019. i i ts of organi ing. P. 88-90 in: Niemi, J.

& Vare, M. (eds.) Agriculture and food sector in Finland 2019. Natural resources and
booeconomy studies 37/2019. Natural Resources Institute Finland (Luke), Helsinki.

Koéter, H., Autio, S., Carretero, M., Hardy, T. & Mantovam A.2018. Repon of the second
visitation ofﬂle Netherlands Board for the Auth ion of Plant Prc i d

Biocides (Ctgb) addressing the scientific process, the scientific output and (he deusuon—makmg
process. 09/2018.

Autio, S. 2016. Do we listen to ear ? Tools for luati lhe Finnish i Action
Plan on the sustainable use of plant p 2 ion. Finnish Safety
and Chemicals Agency Tukes Publication senes vol. 2/2016. 287 pages.

http /iwww tukes fiTiedostot/julkaisut/Autio Do we listen to Earthworms.pdf

Réasanen, K, Nousiainen, R, Autio, S, Kurppa, S, Junnila, S, 'I'nlickala, K, Jauhiainen, L, Ramg, S &
Lemola, R. 2013. Asynheasrepoﬂonmplememann M and demonstrating the aquatic risks of
plant protecfion products on a Nordic-Baltic scale. Pamcndeufe project Action 4, MTT Agrifood
Research Finland, NSL Nylands Svenska Lantbrukssaliskap and Finnish Safety and Chemicals
AgencyT\l(&e 29. 112013 42 pagw

al mit 3

Koetef H Auno S., Banasiak, U., Lynch, M., Silano, V. & Cuvillier, A. 2013. Report on the

i of the Netherlands Board for the Authorisation of Plant Protecti
P and Biocides (CTGB) ing the scientific process, the scientific output and the
dec:snon—makmg process. 5.7 2013.

Rasanen, K., Nousiainen, R., Kurppa, S., Autio, S., Junnila, S., Tiillikkala, K., Kaseva, J. &
Laitinen, P. 2013 How to measure the envuonmental risks from uses ofplant protection

for achi g the PM requi and risk ion - A case study on the
producllon chain of oereal farming in Finland. Comply 4 report: Vertical and horizontal and
Nordic-Baltic implementation of the PM actions, PesticideLife project (21090039). MTT Report
105. ISBN 978-952-487-465-6 (printed), ISBN 978-952-487-466-3 (web publication). 65
pages. http://www mtt filmttraportti/pdf/mttraportti10S_ pdf

Autio S & al. 2004. Adsorption of sugar beet herbicides to Finnish soils. Chemosphere 55 (2004): 215
—226.

Kamdri J. & al 2000. The possible risks of gene technology to the environmental health — the impact of
herbicide mmmehemudewemwgabeetmﬁva’oon In: Proceedings SYTTY 2 the Mid-

term symposium of the Finnish F on Envi Health, 29-30 March 2000.
Publication of the Finnish F Pr on Envi ntal Health — SYTTY 1/2000. P. 113-
118.

© European Union, 2002-2018 | europass. cedefop europa.eu PageBi/6
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Name and address of employer

i ika. Rofna ol N

Type of business or sector

Food industry, production of bakery products, chocolate, and other confectionary products

November 2002 — December 2004

Occupation or position held

Health Inspector, Deputy Director of the regional unit of Health Inspectorate of Republic of Slovenia
Ljubljana, Project assistance and/or project management

Personal information

Surname(s) / First name(s)

MicCovic Elizabeta

Address(es)

Kaseljska cesta 134, 1260 Ljubljana -Poije, Slovenija

Telephone(s)

(+386) 1 580 76 46 / Mobile: (+386) 30 721 100 | |

E-mail

giizabeta micovic@guestum.si / glizabeta micovic@gmail.cony elizabeta micovic@gov si

Nationality

Slovenian

Date of birth

09.09.1960

Gender

Female

Occupational field

Food technology, Management in Food industry, Government Councelling, Food safety, public
health, Consumer protection, Risk management, Risk communication, Public Relations

Work experience

Main activities and responsibiliies

- Trainer of inspectors of ISO 9001;

- Lecturer in nutrition (functional products, deveopmenta of new food product);

- Participation in official control and audit of HACCP in several companies (retailors: Petrol,
o OMV Isztrabenz, Mercator; food industry: Kolinska, iilo, Mercator Emba, Mercator
o Eta, Pivovama Union);

- Monitoring of food safety, Sampling of different sort of food; managing of the recall system;

- Participation in the Rapid Allert System of Food and Feed;

- Implementation of the Resolution on the National Programme of Food and Nutrition Policy
o 2005-2010;

- Member of the working group for collaboration with food industry under the ministerial
o Council for food and nutrition;

- Head of Working Group for Food Hygiene;

- Deputy of Director of Regional unit Ljubljana

The Health Inspectorate of the Republic of Slovenia, Parmova 33, 1000 Ljubljana

April 1984 — June 1998:

[Name and address of employer
January 2005 — July 2006
Occupation or position held | Senior Adviser

Quality monitoring of raw materials, packaging materials and food products;

Development of confectionary products (muesli bars, crunchy muesli, bakery products,
dessert toppings, extruded products);

Production of technology documentation (recepies, instructions, product specifications, labels);
Implementation of the Quality System ISO 9001 in the department of development and
technology of confectionary;

Implementation of the HACCP system in food production of confectionary products.

Main activities and responsibilities

Advising on field of nutrition, Envorinmental impacts on health, Food safety

Name and address of employer

The Ministry of Health. Directorate for Public Health Stefanova 5. 1000 Ljubljana Slovenia

Type of business or sector

Government

July 2006 — april 2010

Occupation or position held

Undersecretary, Deputy Head Division for food safety

Name and address of employer

Mercator Emba Sloventeva 21 Liubliana, Sioveni

Type of business or sector

Food industry. The main activity of the company are coffee processing, production of instant drinks and
hot chocolate, toppings for ice cream, cereal products and packaging of dry fruits and nuts.

Occupation or position held

Technologist for Quality, Production and Development; Microbiologist

July 1998 — October 2002:

Occupation or position held

- Technologist for Quality,

- Production and Development, Head of the Development department and Technology of
Confectionery,

- Production Manager Assistant,

- Head of HACCP team for confectionary production;

Main activities and responsibilities

IName and address of employer

- Work on field of Food safety (Pesticide residue, official control, food labeling, hygiene); Member
- of the Consumer Protection Council under the Ministry of the Economy;

- Participation in the Working Group for Foodstuffs at the Council of EU and European

- Commission (Official control, Nutrition and Health claims, Labelling nutrition value,

- General labelling);

- Project leader of project named "Increasing networking and upgrading administrative capacity in
- the management of food and feed safety in Slovenia financed by the European Commission”,

- Transition Fascility 2006 - 2007;

- Project leader of project " Feasibility Study of the equipment financed by the European

- Commission necessary for increasing and upgrading Feasibility administrative capacity

- inthe management of food and feed safety in Slovenia in year 2007,

The Ministry of Health_Directorate for Public Health, Food Safety Divison, Stefanova 5._1000|
Lijubljana Slovenia

Main activiies and responsibilities

- Development of confectionary products;
- Head of the HACCP team, Implementation of HACCP in the production of confectionary;

May 2010 —>January 2013

Page 1/7 - Cumiculum vitae of
Elizabeta, Micovic

Occupation or position held

Undersecretary, Coordinator for Food and Feed Safety in the Directorate for Food Safety, Deputy Head
Division for Food and Feed Safety;

Page 2/7 - Curriculum vitae of
E . MsSovic
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CURRICULUM VITAE

Personal data
Family name/christian name Mantovani Alberto (M)
Adress (home) via Giorgio Baglivi, 8 00161 Roma (RM)
(job) Istituto Superiore di Sanita (ISS), viale Regina
Elena, 299 — 00161 Roma
Phone (+39) 06 4990 2815 (ISS)
(+39) 333 7619642 (mobile)
Fax (+39) 06 4990 2363
E-mail alberto.mantovani@iss.it
Citizenship Italian
Date of birth February 22 1956
Marital status Married
Professional Role Research Director - Istituto Superiore di Sanita
EDUCATION AND TRAINING

1) Degree in Veterinary medicine at University of Bologna, Novembre 1979
(Dissertation “Risk assessment of anabolic agents in cattle production”)

2) Master of Science in Veterinary Public Health - University of Edinburgh, UK-
Scotland, October 1982 (disseration “Pesticide residues in foods of animal origin
in Italy”)

3) Period of study and training on in vitro methods of reproductiveand
developmental toxicology at the [Institut fur Toxikologie wund
Embryopharmakologie - Frei Universitat, Berlin (tutor: prof. Dieter Neubert, co-
tutor: Dr. Stephen Klug) (October 1988-March 1989)

3) OECD courses on Good Laboratory Practice (GLP)
a) Rennes (France) (April 1989)

b) Gardone Riviera (BS) (April 1999)
Permanent education and training
as EFSA scoientific expert on risk assessment (intensive events lasting 1-3 days)

4) Scientific Colloquium N°1: Methodologies and principles for setting tolerable
intake levels for dioxins, furans and dioxin-like PCB’s” (Bruxelles, June 2004)

5) Scientific Colloquium N°6: Risk-Benefit Analysis of Foods: Methods and
approaches (EFSA, July, 2006)

6) Media training for panel members/PPR Team (EFSA, March 2014)

7) Specialised training "Evidence base for risk assessment" (EFSA, February, 2015)
8) Systematic Review Training - full process (EFSA, March 2015)

9) Adverse Outcome Pathway training course (EFSA, November 2015)

10) Uncertainty & Variability training course (EFSA, April 2016)

11) Scientific Colloquium N°22 ‘Epigenetics and Risk Assessment: Where do we
stand?’ (Valencia- Spagna, June 2016)

12) Chairing skills for Working Groups Chairs (EFSA, September 2016)
13) BenchMark Dose Modelling Training (EFSA, October 2016)
14) Critical appraisal of different individual study designs (EFSA, March 2017)

15) Training on Information retrieval techniques and search strategy design (EFSA,
December 2018)

16) Critical Appraisal of Evidence (EFSA April 2019)
Other events relevant to permament education and training

17) Eu-ToxRisk - Training course on Adverse Outcome Pathways (Leiden -NL,
October 2017)

18) Training Course on the Application of the “EFSA/ECHA Guidance to identify
Endocrine Disruptors (organized by Better Trainning for Safer Food on behalf
of DG SANTE, ECHA and EFSA) (Bruxelles, February 2019)

Other languages (written and spoken)

English level: excellent
French level: good
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PERSONAL INFORMATION

May 2019 — September 2022

October 2013 —April 2019

January 2012 - October 2013

Cumiculum Vitae

Jose V. Tarazona Lafarga

¥ Carretera de Majadahonda a Pozuelo km 2200, 28220 Majadahonda, Madrid, Spain
T, 3491823876 |, +34676 848915

o farazona@isdiies Mparc@amail.com

SexMale | Date of birth 11/05/1959 | Nationality Spanish
|

Research Professor on Environmental Health Risk Assessment Science

WW&WMM Instituto de Salud Carios IlI, Ministry of Science and
Innovation, Majadahonda, Madrid, Spain. www isciii es

« Research Professor at the Spanish National Health Institute, responsible for creating a new unit on
risk assessment for the National Envionmental Health Centre. Involved in the EU research
parinership PARC, | am collaborating in several activities and leading a project under Task 64.4.,
entitied “Quantify effects of PPP and other stressors through landscape risk assessment informing
on environmental impacis” for developing landscape based risk assessment methods for pesticides.

Business or secior Public research insfitution, top academic position in a national research insfitute.

Senior Scientific Officer, Scientific Committee and Emerging Risk Unit

European Food Safety Authority, Parma, Iitaly. www efsa.europa eu

= Senior scientist of the unit responsible for the coordination of EFSAs Scdentific Commitiee and

crosscutting methodological developments. | coordinated several SC Working Groups and chaired

the Scientific Committee WG on Nanotechnology and the EFSA Nanonetwork. In addition, | was

WMMmNMMmmmmmedmw
for chemical risk assessments, covering different EFSA related areas: pesticides,

mm,mmmmmmmms

Business or sector European institutions, senior scientist position in an EU Agency

Head Pesticides Unit
European Food Safety Authority, Parma, Iitaly. www efsa.europa eu

= Head of the largest scientific unit in EFSA, producing 20-25% of all EFSA scientific outputs. The Unit

was responsile for the risk assessment of pesticides (dietary, occupational and environmental),

provided support o the PPR Panel and two EFSA networks, conducted the peer-review of active

mmmmmmmmmmm,wmmm

nummprngamleanpwished Wmmmm,meanm
scientific report for supporting the EU CODEX position, and complementary activities in the field of
allocated to EFSA. The Unit also contributed to horizontal and intemational activities and

ledseveldawedsdmeEFSAm&abgy

= In 2019 the Unit was divided in two smaller units, | was appointed as Head of the Pesticide Residues

Unit

Business or secior European institutions, manager position in an EU Agency

Scientific Chair Evaluation
European Chemicals Agency, Helsinki, Finiand. www.echa.europa eu

© European Union, 2002-2015 | eurcpass.cedefop europa eu Page1/5

August 2009 — January 2012

September 2006 — December
2008

November 1992 —August 2009

= Chair of the ECHA Sdentific Platform for Environment and Exposure, responsible for ECHA-wide
cross-directorate scientific assessments related to REACH, CLP and biocides, and the organisation
of ECHA Topical Scientific Workshops on environmental issues.

= Scientific Chair in the Evaluation Directorate; covering the following tasks: Contribute to develop new
and on-going strategic scientific issues and acfivities in support of the EU legisiative framework on
chemicals. Provide senior expert advice and assistance to REACH guidance development and other
crosscutiing tasks in the area of environmental toxicology. Confribute to the development of a
concept for a systematic scientific fraining and development plan for ECHA and to the Graduate
Program for training future risk assessors. Contribution to the principles and pracices of contacts
with scientific organisations.

Business or sector European institutions, senior scentific adviser in an EU Agency

Chair of he Committee for Risk Assessment

European Chemicals Agency, Helsinki, Finland. www echa europa eu

« Chair the ECHA's Commitiee for Risk Assessment (RAC), composed by around 40 experis
nominated by Member States and supported by advisers and invited experts. RAC is the ECHA
body responsible for setfing the Agency’s opinions on issues related fo risks for human heaith and
the environment. During the starting phase of the Committee (up to December 2010) the main duty
was to steer the development of the Commitiee’s working practices. After the Committee’s
consolidation, the main needs were linked to streamiine the processes, ensuring the Commiitee
wmwmmeMnmmMMkeepmammbvamd

the general methodology, etc. Support to
other ECHA scientific, communication and dissemination activiies, including the Task Force on
Nanotechnology.

Business or secior European institutions, senior scientific adviser in an EU Agency

Scientific Director, Spanish REACH Reference Centre

Functional structure of the Spanish National Institute for Agricultural and Food Research and
Technology and the University of Alcala, created under the initiative and sponsorship of the Spanish
Ministry of the Environment

« As overall responsible of the Contract Agreement and Prqedleade!luasrewonsblekxtte
establishment and scientific Centre,

direction of the REACH Reference providing support fo the
wmwmmmmmdmmmmmbmmmasemm

Business or sector National reguiatory advisory body, senior manager position in an a functional public
funded struciure

Head Division of Ecotoxicology and Environmental Risk Assessment

Spanish National Institute for Agricuitural and Food Research and Technology. Madrid, Spain,

wwwiniaes
FbaddmmdeMMTmcwgya!ClSMNlAmmndemwogy

waste management,
research confracts included the establishment and scentific direction of the REACH Reference
Centre.

© European Union, 2002-2015 | europass cedefop.europa.eu Page2/5
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July 2001 — January 2008

October 1982 — August 2009
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January 1982 — June 1986

EDUCATION AND TRAIN NG
January 1982 —July 1986

October 1976 —July 1981

SL

Curriculum Vitae

Business or sector National public research institutions, manager position in an a public organisation
Director, Department of the Environment
Spanish National Institute for Agricultural and Food Research and Technology. Madrid, Spain,
WWw inia.es
WmtheueatmdmeDepatnemd Erwnxmerlluaswpurﬁdlsnlemmre-elem

Business or sector National public research institutions, senior manager position in an a public
T
Scientific Researcher
Spanish National Institute for Agricuftural and Food Research and Technology. Madrid, Spain,
www inia.es
Saerlfu: rmean:h in toxicology, eootmooobgy a\d risk assessment including, mvnn'nentd

mm(mmmmmmmwmmwmmmmmzw
research interest was further expanded to exposure assessment, modeliing and risk assessment.

= In addition fo my research acfivity since 1992 | was involved in the scientific advisory bodies of the
European Commission and several EU Agencies, OECD, and several UN institufions, chairing
maemgmmueemumoewanun

Business or sector National public research insfitutions, permanent researcher in an a public
el

Assistant Professor of Toxicology

Veternary Faculty of Madrid, Universidad Complutense, Madrid, Spain

= Teaching and research activities in the area of mammalian, human and veterinary toxicology.
Business or sector Higher Education institution, assistant professor at a public university

PhD in Veterinary Sciences (Toxicology)
Doctor in Veterinary Medicine

© European Union, 2002-2015 | europass.cedefop.europaeu Page3/5

PERSONAL SKLLS
Mother tongue(s)

Other language(s)

takan/French

Organisational / managerial skills

Technical knowledge

Communication skills

Digital competence

UNDERSTANDING [ SFEAKN} ) WRITING
Listening [ Reading Spd(enneramm Spdnenpmdlmm |
mementuser Proicuemser Proioemser Prd'luemmer Pmﬁoemwer

Leveis: A1/A2: Basic user - B1/BZ Independent user - C1/C2 Proficient user
Common European Framework of Reference for Languages

= | have acquired strategic leadership and organisational skills through a number of involvements at
national and European level.

mmdmmmmmmm wnhcired

c«wwmmm|mmmnmrmmmmamwm
chemicals risk assessment and management, REACHHIT, IUCL D, project and data management
tools, modelling, etc, wvmrngmllord,&mpemaﬂﬁermﬁorﬂ

= Very clear mdershui\g theEuopem systemaunredttml@ovawyeasd

interaction with different European institutions several Commission DGs, several European
Agencies, the European Parfiament and the Council.
= Proven experience in intemational as member and head of delegation

(national and European delegations) and chair of technical and regulatory expert groups and
intemational networks

3 ‘Communication Content creation Problem
Safety solving

Proficientuser | Independentuser = Proficient user Basic user Independent user

Levels: Basic user - Independent user - Proficent user
'Digial competences - Seffassessment ord

Replace with name of ICT-certificate(s)

European CormmSaemﬁcOormmees
Member of the Scientific Committee on Toxicity and the Environment CSTE
(1992-1997),
«  Member of the Scientific Committee on Toxicology, Ecotoxicology and the
Environment CSTEE (1997-2004),
e Member of the Scientific Committee on Heaith and Environmental Risks
SCHER (2004-2013),

© European Union, 2002-2015 | europass. cedefop.europa ey Page4/5
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:):KE?U TOPASS  curicuum Vige

EU Agencies:

Giobal Institutions:

Vice-chair CSTEE and SCHER (2000-2009) and member DG SANCO Inter-
Committees Coordination Group (2004-2009).

Chair of ERA-WG EU-Task-Force Harmonization of Risk Assessment (2001-
2003).

Labeliing (1995-2006),

Joint Research Centre-ECB Technical Meeting on Existing Chemicals (1996-
2006),

Joint Research Centre-ECB Technical Meeting on Biocides (2004-2009).

Member of the Risk Assessment Commitiee ECHA-RAC (2007-2009),
Invited expert EFSA FEEDAP Scientific Panel

Invited expert EFSA PPR Scientific Panel

Invited expert for EMA and EEA activities.

Member UN-POP Review Commitiee (2005-2008)

BExpert of the UN-Global Harmonisation System Sub-Committee
UN and WHO consultant for Latin America

OECD Expert involved in several OECD programmes i
environment indicators, hazard and risk assessment, S DS)

EFSA contact point for APCRA (2016-2022)

Member OECD WP Nanomaterials (2021-2022)

Member Canadian Chemicals Management Plan Science Committee (2021)
Co-chair of the WG on NAMs at LMERAC (2021-now)

« Authorfeditor of 24 books and monographs, including the Reference Book: Encyciopedia of
Toxicology, 3rd edition, Elsevier: four volumes with 5220 Pages.
= Author of over 300 scientific publications and several book chapters.
= (Co)author as member or invited expert of hundreds of scientific opinions from CSTE, CSTEE,
Honours and awards SCHERSCPB‘S,SCMmaIFwd,E:SA-FEE[MP EFSA-PPR, ECHA-RAC, UN-POPRC, and

EFSA Scientific

Encomienda de la Orden del Mérito Agrario (Spanish Civil Order Distincfion)
Full Member of the Royal Academy of Veterinary Sciences, Instituto de Esparia, Spain

© Eurcpean Union, 2002-2015 | ewropass.cedefop.europa.eu Page5/5
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Date and place of birth: G*N‘Tj 19¢1

1. that (he'she) is obliged to observe secrecy regarding all confidential information of or

€ XANNVY - 801D 3HL 40 NOILVLISIA QY¥IHL IHL 40 1L¥Od3 Yy

2. that (he/she) is aware that a breach of this duty of confidentiality, whether during the effective
period of the agreement or afler its termination, is subject 1o the sanctions set by law, A
breach of {hs/her) duty of confidentiality Is deemed to have d if the p d
makes known 1o & thied party, directly or indirectly, in any way or form whatsoever,
on or relating to any particulars of the Cigb or the work conceming or relating to it

3. that (heVshe) is aware that any breach of the duty of confidentiality will result In an immediately
payable penalty of €50,000 being imposed on (him/her) without waming or notice of default
having to be served; this does not affect the right of the client 1o require compliance with this
declaration, nor does It affect the right of the clent to claim full compensation should such
compensation amount to more than the aforementioned penalty sum.

4. that (hefshe} is aware that upon the termination of {his/her] current tasks, these obligations as
accepled by (him/her) within this context remain in force, and that (he/she) continues 1o be
subject 1o the sanctions set by this declaration and by law in the event of a breach of the

Hobuend | vk W(i'a.o«.,_, 023

=74

ctgb

The undersigned AuTIO fA2  Pavirw
Fion

Declaration of confidentiality provided by third parties

Date snd place of binth;  S1- 08 /96| RARKE, Fralaw)

woningtor., 0, Fiemish  Jafely omd Chawscnic Agoncy
o Oddee

In the position of:........... S er\° ............. f‘ALer ...............................................

Hereby declares

1. that {hefshe) is obliged to observe secrecy regarding all confidential information of or
managed by the Board for the Authorisation of Plant Protection Products and Biocides and the
secretarial associated with it (abbreviated to Ctgb) and any information that {he/she} knows or
could suspect is of a confidential nature, such as company data, financial, legal, or technical
data, dossier details, or the client database to which he/she has been granted access within
the framework of the agreed work to be performed. Only with prior permission in writing from
the director of the Cigb may such data be provided 1o third parties.

2. that {hefshe) is aware that a breach of this duty of confidentiality, whether during the effective
period of the agreement or after its termination, is subject to the sanctions set by law. A
breach of {his/er} duty of confidentiality is deemed to have occurred if the person concermned
makes known 1o a third party, directly or indirectly, in any way or form whatsoever, information
on or relating to any particulars of the Ctgb or the work conceming or relating to it.

3. that (hefshe} is aware that any breach of the duty of confidentiality will result in an immediately
payable penalty of €50.000 being imposed on {him/her} without warning or notica of default
having to be served; this does not affect the right of the client 1o require compliance with this
declaration, nor does It affect the right of the client to claim full compensation should such
compensation amount to more than the aforementioned penalty sum,

4. that {(helshe) is aware that upon the termination of {his/her} current tasks, these obligations as
accepted by {(him/mer} within this context remain in force, and that {he/she) continues o be
subject 1o the sanctions set by this declaration and by law in the event of a breach of the
confidentiality clauses,

(townicity in which signed, date of signature)
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ctgb

The undersigrad = ~ =
(su-mr‘gm by fral mamnes| AL pViC ELria 5C}".'4. ShEEI

Daclaration of confldontiality grovided by third partins

Uaeundpits#n 08 292 4355

woranglor:  MNNVERSITY OF MALROR FALYITY OF AGRRVLICEE AND
LIFE  SOLENCES

Inthe posborol .. . ... ... . A5 'Sr*”r PROEGICR

Heeaoy doclares

1. that{hoishe} s chlged o cterve secrucy feydrumy ¥ corddenh Al mIlormabgn o o0
managed by fhe Board to The Authadsation o Planl Proiacnon Producls Bag Bieides and the
saerelarial 23305850d with || (Bbbrovinlad 1o Clgb| 9nd &y miionmation thal {hnishs] kivaws o
would S pact 14 of o ganldgrhal natura, such s company da, fmananl, legal, or fechrcal
dala, dosar SoLals. i I chenl Eatabase 1o which he'ahe has been gianied access within
1ha trgmegragek of the agraed woik Lo be perforned Oy with prior peirmission m weling fiod
Ihe drocior ef <he Clgh may uch 62k be amoweded Lo Thnd parties.

2 thatihatshcl s avove hal 3 brosch of Uus duly el aonletonliadiy, wiaiher gori; 3w stlvcine
penod of tha Sgle0ment OF BRer 5 107Mwahon, 15 SU0ECT 1D EH0 SaNCHOnS 3e1 Dy lpw A
beaach of {rkamad) dyty of conldgrbaily 15 dgemng ko have occuried if the peraon congamed
ke kngant X @ Thind party, draclly of wdvectty, In ary way o (3rm whatsoaver, Frorm.avon
0 o ralaling ta any garboulars al Ihe Cigh or Lha work corcevning o relaling 1zl

3. I |hetshop & awares (hat uny breach af thy duty of conSdentabiny wil rasull in 34 acpedalely
payabla peralty al €50,000 bany iMposed 01 (ReMar) »ihoul wilrning & netatd & dafavh
havang ta be seved. hes doud o wlfog 1:6 Aght of 11 han 10 4aquers: comolancs wilh gus.
decurahon. o does 1 1Mecs e fght of Ihe Gland I clalm Ad compansabon shoud swch
oroanialion amoynt 13 more Ihan the aloremenlioned penaolty sum.

4. Ihat [he'sho) ks awane Lhat upan Lha lerminaton of {his/hért arenl s, Crest obbgabons as
accopled by fhimdbar) within tha corsens iorsn n Kece, 0rd Ul (hedghe) coalimey o be

subpect Lo the 33iulkNes 6ot by Unit §o&lieainn St By Lam In the ovar oF & Ieeach of 1o
conf denliaity clauses.

£, & -

Aigranrey

LPUB8mu ., AT 2022
SlowTiiclly In wakh Bednad. dke of & gnalure)

Daeclaration of confidentiality provided by third parties

ctgb

Mowdmand . TLANTOVAM

ALBERTO

Data ind ciace of birthy: '21/02./4‘5‘.7—6 €DLO¢1}VA (:lTAL)’S
woaingtor. LS TLTUTO. SUPERI1CRE. DI SAMTA

CRETTREYD AFTEA 28/ /20L3)

ntheposon ot RESEARTH P IAE CTOR-

Heraby daclares

that {hefshe) is cbiiged to observe secrecy regarding all conbdental information of or
managed by the Board for the Authar of Plant Prol 1 Products s Biocades and e

clated with it (abtwevisied 1o Cigh) and any mormation that (hasha) krnows of
could suspect is of a confidentsal nabure, such as company dats, fnancial, kegal, or lechnical
dala, dossier details, or tha cliant database 1o which ha/she has been graniad access within
ha Iramework of tha agreed work to be parformed. Only with peior pemmissicn in witing from
tho diesctor of te Cigh may such data be pravided 10 third parties

that (he/she) is awere that 8 bresach of this duty of confidentiolity, wheitiar during the effeciive

miakiss known 1o & third party, desclly or indrecly, in any way of larm Whatsosver, infornsation
on or relating % any pasticulars of the Cigh or the wark concarming of refabing 1o

that [hefshe) is sware Thay any breach of the duty of confidarssity wil result n un enmedistely
poyabie penalty of #30,000 being impased on (Nnvher) sillout waning or rolice of deladl
having (o be served, Ihis does not affect the right of the chent 1o tequine complionee wih this
docioration, nor doss ! affect lhe nght of the cliont o claim Rl compensaton shoukd such
compansation amount i more than S aforernendanad penalty sum

that (hevsha) is maane that upan the tnrmination of (hisfher) current tasks, thesa shigations as
ncoepted by {(himdher) within this condxt remain in foroe, and that (hevshe} conlinues to be
subtjact to the sanctions sot by this decaration and by law in the event of & bresch of the
confidtentialty

-4

RaMA . /01 /2029

(owavcity in which sigred, omo of signatuo)
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Declaration of confidentiality provided by third parties

The undersigned

Date and place of birth: 11 MAY 1959, BARBASTRO, SPAIN

Hereby declares

1.

that {he/she} is obliged to observe secrecy regarding all confidential informa ion of or
managed by he Board for the Authorisation of Plant Protection Products and Biocides and the
secretariat associated with it (abbreviated to Ctgb) and any information that {he/she} knows or
could suspect is of a confidential nature, such as company data, financial, legal, or technical
data, dossier details, or the client database to which he/she has been granted access within
the framework of the agreed work to be performed. Only wi h prior permission in writing from
the director of the Ctgb may such data be provided to third parties.

that {he/she} is aware that a breach of this duty of confidentiality, whether during the effective
period of the agreement or after its termination, is subject to the sanctions set by law. A
breach of {his/her} duty of confidentiality is deemed to have occurred if the person concerned
makes known to a third party, directly or indirectly, in any way or form whatsoever, information
on or relating to any particulars of the Ctgb or the work concerning or relating to it.

that {he/she} is aware that any breach of the duty of confidentiality will result in an immediately
payable penalty of €50,000 being imposed on {him/her} without warning or no ice of default
having to be served; this does not affect the right of the client to require compliance with this
declaration, nor does it affect the right of the client to claim full compensation should such
compensation amount to more than the aforementioned penalty sum.

that {he/she} is aware that upon the termination of {his/her} current tasks, these obligations as
accepted by {him/her} within his context remain in force, and hat {he/she} continues to be
subject fo the sanctions set by his declaration and by law in he event of a breach of the
confidentiality clauses.

TARAZONA LAFARGA Simadodighalmente por

JOSE VICENTE - vncin'rs- 51881455

Fecha: 2023.01.20 11:2443
e o
(Signature)

MADRID, 20/1/2023

(town/city in which signed, date of signature)



Signed Declaration of interests
IVC members
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DECLARATION OF INTEREST
IVC 2023

What is an interest and when could an interest become a conflict?

An “interest’ Is any professional, intellectual, material, emotional or other personal advantage or
gain a person or his immediate (first degree) relatives may have by being involved in a particular
activity or by being a member of a defined group, This means that an individual without any
‘interests” would hardly be considered of additive value to the activity or group because he is
without a vision or personal opinion and without an intellectual or scientific background or interest
in the activity at hand.

An ‘interest’ may become a conflict of interest when the interest would unduly influence the
person’s position (objectivity) with respect to the subject matter at hand. An obvious conflict of
interest exists when the person involved has a clear material gain by the activity at hand, An
apparent conflict of interest exists when an interest would not necessarily influence the expert but
could result in others percelving the situation as a conflict and therefore questioning the expert’s
objectivity.

Types of interest

Different types of direct or indirect material or Immaterial {in-kind) interests can be envisaged and
the list below, which is certainly not exhaustive, is provided for guidance in making the judgement

whether 3 particular i should be considered a conflict of interest.
. A current proprietary interest in a substance, technology, process in any sense related to
the activity or by the group at hand;
. A current material interest (e.g., shares, bonds) In a commercial entity with an interest in
the activity or the group at hand;

. A current or recent (last 5 years) employment, consuftancy, directorship or other
position in any commercial entity which has an interest in the activity or the group at
hand;

. Performance of any paid work or research during the last 5 years commissioned by any
entity other than a public entity with an interest in the activity or the group at hand;

. Receipt of grant money supporting waork or research during the last 5 years from any
entity other than a public entity with an interest in the activity or the group at hand;

. An Interest in a competing substance, technology or process or an interest in, or
association with work for or support by, 3 commaercial entity having a direct competitive
interest, must similarly be declared,

ctgb

DECLARATION OF INTEREST
IVC 2023
Declaration
Considering the above, have you, or any of your first degree family members, any interest in: (i) the
activity or project at hand, (i) the expert group you have been invited to join, or (Hi) any item on the

agenda of the current meeting, which may be considered as constituting a real, potential or
apparent conflict of interest?

o O
If yes, please provide detalls of each Interest In the box below.

Type of interest Name of entity Who has the Current
involved interest? interest or
years

(you, relative, what g
relationship)

I was a member of the previous IVC | IVC2018 Me

5 years ago appointed by Cigh for

my professional knowledge and

expertise In this area

umnmlummmmmmulwmmmamm
at hand?

O ves....[ZINo
i yes, please provide detalls below

| hereby declare that the disclosed information is correct and that no other situation of real,
potential or apparent conflict of interest is known to me. | undertake to inform you of any change in
these circumstances, including If an issue arises during the course of the activity.

Aty — “Sphsy 24 Gy 23

ctgb
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£

DECLARATION OF INTEREST
IvC 2023
Declaration
Considering the above, have you, or any of your first degree family members, any Interest in: (i) the
activity or project at hand, (il) the expert group you have been invited to join, o (iil) any item on the

agenda of the current meeting, which may be considered as constituting a real, potential or
apparent conflict of Interest?

O m.._m

If yes, please provide details of each interest In the box below.

Type of Interest Name of entity Who has the Current
involved interest? Interest or
(you, relative, what ::::d
relationship)

Is there anything else that could affect your objectivity or independence In the activity or the group
at hand?

O ves.... K ne
If yes, please provide details below

| hereby declare that the disclosed information is correct and that no other situation of real,
potential or apparent conflict of interest is known to me. | undertake to inform you of any change in
these circumstances, including if an issue arises during the course of the activity.

\C!n' AR e

A
\»'Q'Lr\" LA 20 1. 2023

Name Signature Date

ctgb

DECLARATICN OF INTEREST
W€ 2023
Deglaratan
Congidering Lhe abave, have you, of any of your first degree famuly members, aay intecestin: (i) the
activity or project at hand, (i) the expert group you hiwe buen Miviled [0 jain, of {in] any nen on the
apendaof the curtenl meeting, vinch may b considerad as canswtuting a real, potential or
apparent canfliet of Interest?

[ ves... [ Ha
M yes, please provide details of each interest in the box below.
Type of mierest Name of enlity | Wha has ihe Current
inahera interes!? MIeLEn &f
years
|you, relateee, what ceased

relationship}

15 there anyihing else 1hat could affect your abjectivity or indy pendence in the activity or 1he graup
at hand?

] ves .| X No

Wy, pledse provide detals Lelow

| Ivereby declare that the disclosed informatan ws carrect and 1hat ao olhes siluatian of real,
potential of apparent conflict o intarest is kidwn 10 e, f undeitake Lo inform you ¢f any <hange m
oSt irgmstdngog, ingluging if an issua arises during the course of the actwity.

/

ELZABETA MICOVIC LTI a0
MName / Signnture: Date

ctgb
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DECLARATION OF INTEREST
IVC 2023
Declaration
Considering the above, have you, or any of your first degree family members, any interest in: (i) the
activity or project at hand, (ii) the expert group you have been invited to join, or (iii) any item on the
agenda of the current meeting, which may be considered as constituting a real, potential or
apparent conflict of interest?

[ ves.....x No
If yes, please provide details of each interest in the box below.
Type of interest Name of entity Who has the Current
involved interest? interest or
years

(you, relative, what

d
relationship) e

Is there anything else that could affect your objectivity or independence in the activity or the group
at hand?

D Yes.....X No
If yes, please provide details below

| hereby declare that the disclosed information is correct and that no other situation of real,
potential or apparent conflict of interest is known to me. | undertake to inform you of any change in
these circumstances, including if an issue arises during the course of the activity.

Alberto Mantovani ¢ )7 ¢y 20/01/2023

Name Signature Date

ctgb

DECLARATION OF INTEREST
IVC 2023
Declaration
Considering the above, have you, or any of your first degree family members, any interest in: (i) the
activity or project at hand, (ii) the expert group you have been invited to join, or (iii) any item on the
agenda of the current meeting, which may be considered as constituting a real, potential or
apparent conflict of interest?

If yes, please provide details of each interest in the box below.

Type of interest Name of entity Who has the Current
involved interest? interest or
years

(you, relative, what
relationship)

ceased

Is there anything else that could affect your objectivity or independence in the activity or the group
at hand?

If yes, please provide details below

| hereby declare that the disclosed information is correct and that no other situation of real,
potential or apparent conflict of interest is known to me. | undertake to inform you of any change in
these circumstances, including if an issue arises during the course of the activity.

TRARADOMNA Voot et e
VAFARGA Ol b Jh-nu.\;..-
wier v
Jose V Tarazona VICENTE e

20/01/2023

Name Signature Date

ctgb
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Powerpoint presentations
by Ctgb Management
(22"? March 2023 and 24" May 2023) Annex 6
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Kick-off meeting IVC2023 with
Board and management team

Ingrid Becks

executive secretary / director

22 March 2023

Organizational chart

R
m——m

\ -I’ lV
r-=\

Agenda

* Ctgb organization
* scientific process

— assessment framework cycle
— peer review process

* training and education
— recruitment and staffing
— training program (new) employees
— up to date expertise and knowledge
* |VC2018 recommendations and follow-up
* developments since 2018
¢ external audits and evaluations
« added value IVC2023 Ctgb

15 number of employees

150 fte

m3
0Ls
015
1016
o7
018
1
;o
e
wed

Number of employees

31-12-2017: 154
31-12-2022: 163

ctgb




Q9 XANNVY - 851D 3HL 40 NOILVLISIAQY¥IHL 3HL 40 1L¥0d3y

€6

Outline authorisation process

meeting applicant to use of guidances
and jobaids

improve quality dossier

Pre-

{ Post-
R Decision .
| application ¥

' approval

define assessment peer review of
framework assessment

|

Ensure effective recruitment, training and continuous learning

ctgb

Scientific process

Peer review process ensures quality and consistency
* PR for all tasks labeled as ‘essential to be reviewed’
» for scientific evaluations 10% of task time allocated
» by experienced colleague
» focus on high risk subjects
» corrections by assessor in evaluation
» general learning points in work meetings
* same process for evaluations by external consultants

* EU process active substance approval: EFSA/ECHA
are in the lead, we comment on rapporteur member
state’s assessments in commenting phase

ctgb

Scientific process

The assessment framework cycle

* Facilitates the implementation

of ALL new assessment
°E framework (AF) items
=3
=3
=3

* Two AF coordinators, for
process and technical items

* Up to date evaluation manuals
(chemicals and biopesticides)

=
L=
E and registration manual

* Easy web based access for
[ | e applicants and assessors
=) ==

* Internal working procedures
laid down in jobaids

ctgb

Training & education

All scientific assessors have at least MSc degree or BSc
degree with academic thinking level and/or broad
experience (e.g. chemistry, efficacy)

All in house human toxicologists are trained or in
training to become European Registered Toxicologist
(ERT).

New: for ecotoxicologists we engaged with SETAC for
certification. Currently, 8 ecotoxicologists are certified
and 4 others are following the procedure to become
certified.

ctgb
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Training & education

Training process new employees
* Learning on the job in a mentoring system
* Introduction day

* Full training requires up to one year

Evaluation interview
{manager/employee):

First interview

{manager/employee): General and
existing knowledge, ‘ personal ‘ existing knowledge,
required personal development reuired personal
development programme 34 development
months

Training process experienced employees

* Annual review with each employee to evaluate
progress, educational wishes/needs, competencies,
workload, and development actions Ctgb

Training & education

Up to date expertise and knowledge
* participating and presenting in internal and external
(EU) workshops, conferences or courses
* workshops in the field to experience daily practice
* Participating in guidance development:
» methodology development by strategic partners
like RIVM and WUR
» review and applicability check by Ctgb
= occasionally contribute to scientific publications (but
no primary goal)

ctgb

IVC2018 recommendations — follow-up

* 11 recommendations, in 3 categories:
— Board and Management
— Openness and transparency
— Scientific output and outreach

* Ctgb Action Plan in 2018

* March 2023: Ctgb prepared document
with follow-up and progress made

ctgb

- .

IVC2018 recommendations — follow -up

Highlights:

* interactions between Board members and scientific
assessors further strengthened

* regular updates CV’s and Declaration of Interest of
employees and Board members. CV’s and Dol’s of
the Board and director published on Ctgb website

* certification ecotoxicologists

* more clear distinction between risk assessment and
risk management (PPP) and more transparent on
this

* extensive ‘OBSO’ program to renew IT application
landscape (organization-wide collaboration
platform): DMS, CRM, case management, PowerBlI,
intranet, applicant portal

ctgb




Developments since 2018

Important themes:
* timelines
- too long, problem for many years already, EU-
wide issue, Brexit increased problem
- measures taken, not sufficient
- increasing complexity and size of dossiers
- organizational changes, implementation Oct.
2023: more balance between scientific quality,
time and costs (devil’s triangle), strengthening
process chain, reducing backlog, working in
dedicated multidisciplinary teams (matrix
organization), application portfolio divided into
smaller pieces
- backlog legal procedures reduced to zero!Ctg b
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Developments since 2018

Important themes:
* sustainability
- EU and national strategies
- Ctgb frontrunner knowledge and experience;
large contribution to e.g. new data requirements
for micro-organisms
- Ctgb relatively ‘green’ portfolio of applications
(PPP); green team
- draft sustainable use regulation

ctgb

Developments since 2018

Important themes:
* capacity

- disbalance between expertises

- scarcity in labour market

- impact renewal assessment glyphosate

- training new employees
* corona

- suddenly working at home for 100%

- crisis management

- a lot of extra work (hand disinfection)

- no conferences, training, field trips possible

- finding new balance working at home and at Ctgh
! - impact hybrid way of working on commitmept oB
’ staff to organization and each other?

-

Developments since 2018

Important themes:
* new Ctgb strategy 2024-2027:
- We commit ourselves to reduction of the lead
times of applications
- We facilitate the sustainability of the active
substance and products package
- We contribute to a better insight in the long term
health effects of plant protection products and
biocides

ctgb

S6
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External audits and evaluations

ISO 9001:2015
¢ Ctgb is ISO certified. Annual
external audit with focus on C ' 'O
quality management, plan-do-
act cycle (learning organisation)

* Based on national law once
every 5 years evaluation of
effectiveness and efficacy. In
2021/2022 performed by AEF
(consultant)

* Once every 5 years IVC
visitation with focus on
scientific and legal quality of
the Ctgb decisions and
underlying assessments.

Added value 1IVC2023

* scientific quality

* legal compliance: do we use the correct assessment
framework (regulation, guidance documents) and do
we apply this correctly?

* degree of harmonization?

ctgb
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Current developments at Ctgb

Presentation for IVC2023

Ingrid Becks, executive secretary / director

Nicole van Straten, deputy executive secretary / director and manager
department scientific assessment and advice ol I. L L] '.

—
24 May 2023 "‘:‘ ks
-

-

Ctgb multi annual strategy 2024-2027

Process:
* Evaluation current strategy

* Taking into account results external ISO audits,
internal audits, IVC, external evaluation with regard to
effectiveness and efficiency

* External analyses, a.o. stakeholder research

Internal analyses, a.o. staff research

Strategic sessions with management and board

Strategic sessions with responsible ministries

* Round-the-table discussion ‘Q.‘..‘
with stakeholders 2. X
LSy ctgb
ge

Content

* Ctgb multi annual strategy 2024-2027

In order to be able to reach the strategic
goals:

— organizational changes in 2023

— renew IT application landscape

ctgb

Ctgb multi annual strategy 2024-2027

* We commit ourselves to reduction of the lead times
of applications

* We facilitate the sustainability of the active substance
and products package

* We contribute to a better insight in the long term

health effects of plant protection products and
biocides

ctgb
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Current situation

Q¢
oo ®
- @ ©
e
@ _¢
S °F
@ [#]
<o “
(%] ; @
0, @ /-."' _,;.s!";‘ applications
9 & ’,_I % policy advice
$ é‘z legal procedures
5‘-.//9// ~ transparancy

ctgb

Timelines

* toolong

* problem for many years already, for PPP and biocides

* EU-wide issue (competent authorities, European
Commission, EFSA, ECHA)

* Brexit increased problem

* increasing complexity and size of dossiers

* no easy solution

* responsible ministries are going to help us at
European (political) level: discussion on issues we
face as competent authority

Ctgb backlog legal procedures reduced to zero

ctgb

quality

What we need to do:
Besides keeping the quality of our work at a high level,
create solutions within our sphere of influence to reduce
timelines and limit costs (where possible) for the
applicants.

ctgb
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Goals organizational changes

* more balance between scientific quality, time and
costs (devils triangle)
* strengthening process chain

Results:

— reducing backlog

reducing timelines

limit application costs where possible
responsibilities lower in the organization

ctgb

Organizational changes, how?

¢ creating 2 separate departments: PPP and biocides

¢ dividing all the work in manageable portfolios

* risk management where possible, to take work out of the
‘system’

* making choices not to do tasks, if possible (e.g.
participating in commenting rounds/peer review)

* strengthening project management in the process chain

¢ working in structural multidisciplinairy teams (MDT) with
a manageable portfolio

* increasing efficiency and decisiveness

* strengthening cooperation (in the process chain)

« focus on finalizing tasks/applications

* creating senior positions for project managers, ex&etrts b
and legal advisors

Organizational changes, what?

What are we going to do:
* more focus on reducing timelines
— management needs to steer the organization to
finalize tasks/applications as efficiently as
possible
— more focus on project management in the
process chain
— taking risk management decisions
* finding, development and binding of staff
— optimize recruitment of staff
— create more career opportunities
* stimulate internal cooperation

ctgb

2

Current organizational chart

o
T e
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MDT |
BPR, all types of
apphcations

ctgb

Renew IT application landscape

* extensive ‘OBSO’ (organization-wide
collaboration platform) program:
— case management (workflow)
— DMS (document management system)
— CRM (customer relationship management)
— Intranet
— Office 365 (working together in one document)
— PowerBI (monitoring results/progress)
— applicant portal

ctgb

= Chemical team |
‘ . all application

Renew IT application landscape

Advantages:

* integrated landscape instead of individual tools (using
one platform as much as possible)

* modern technology

* supporting our staff as much as possible
» user friendly, increased safety of data

* complete support of workflow

* less administrative burden (less double input),
increased data quality

* better search tool
* more visual and real time monitoring
* applicants can see the status of their applicat'etgb
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Developments since the IVC visitation in 2018
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Overview of the developments
outside and within Ctgb since 2018 Annex 8







List of information requested by IVC2023
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Docs provided by Ctgb ®

Name

20230524

2023814

& Rewponse Cigh 10 the recommendations of IVC2018

b inwentory of and access 10 all gudance documents refating 10 the sclentifc process

d Access 40 BoCumentation on evakuation Critens Indl stadt traimng pobCIes 1TAMNG recoads et
¢ Detaded argantsatonal chart of schentific sta?¥ and maragement

§ Acoess %0 Declarations of Interest - DOI

1 Documentation on formal complants and formail appeals

| Access bo written wh

1 PP DARs. DRARS, Siocide CARS prepared by Cigb and product suthorizanons granted wnce 2018
n Access 1 operational manuals and SOFy

©. Policy and operational guidance prepared for the Board

v Access 10 wiected doteny

w. External audis - Instruments withn Panning and Control cydus

x Mow %o

2 MTLG

Time table staff mtecviews 200 ) docx
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List of staff interviewed on site 24™-26™ May 2023
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Time table staff interviews

Day:24 May 2023

Team Interviews with Interviewers
9:00- 10:00 Eikenzaal Ingrid BECKS-VERMEER, Tony Hardy
Meeting to inform IVC on Reorganisation Nicole van STRATEN Sari Autio
and Development new 5 year strategy Alberto Mantovani
Elizabeta Micovic
10:00 - 11:00 Eikenzaal Rob van LINT Tony Hardy
Meeting of the IVC with the Board Herman EIJSACKERS Sari Autio

Annemarie van WEZEL

Alberto Mantovani
Elizabeta Micovic

break

11:15-12:15 | Beukenzaal

(former team leader Communication)

Elizabeta Micovic

Stakeholder survey, Servicedesk, Account manager PPP - communication with applicants) Tony Hardy
Communication policy I (s<rvicedesk to inform applicants and general public) Sari Autio
Alberto Mantovani
Room B
Lunch break
13:00 - 14:00 Beukenzaal Tony Hardy
Policy advice Sari Autio
Alberto Mantovani
Elizabeta Micovic
Room B
14:00 - 15:00 Beukenzaal ader of the Jurists team) Elizabeta Micovic
Jurists jurist) Albert Mantovani
Tony Hardy
Sari Autio
Room B
break
15:15-16:00 | Internal consultation IVC
16:00-17:00 | Beukenzaal Sari Autio

Assessors Green team

Alberto Mantovani
Elizabeta Micovic

Room B

L

Day:25 May 2023

Team

Interviews with

Interviewers

9:00 - 10:00 Beukenzaal
Assessors Fate, Ecotox
(PPP and Biocides)

Jose Tarazona
Tony Hardy

Sari Autio

Alberto Mantovani
Elizabeta Micovic

Room B

10:00 - 11:00 Beukenzaal
Project planning applications

Sari Autio
Elizabeta Micovic¢
Tony Hardy
Alberto Mantovani
José Tarazona

Room B
break
11:15-12:15 | Esdoornzaal Nicole van Straten Tony Hardy
Management Manager Scientific assessment and Advice Sari Autio,
Alberto Mantovani
Elizabeta Micovic
José Tarazona
Room B
Lunch break

13:00-14:00 | Beukenzaal
Business Operations

Ivonne VAN GEERENSTEIN (Manager Business Operations)

Tony Hardy

Sari Autio,

Alberto Mantovani
Elizabeta Micovic
José Tarazona

Room B

14:00-15:00 | Beukenzaal
Assessors Human Toxicology & Residues
(PPP and Biocides)

Tony Hardy

Sari Autio,

Alberto Mantovani
Elizabeta Micovic
José Tarazona

16:00-17:00 | Eikenzaal
Wrap up and first observations. Tony Hardy

Ctgb Senior Management team, Chairman of the Board

Day:26 May 2023

Team

Interviews with

Interviewers

9:00 - 10:00 Beukenzaal
Assessors Environmental Fate (PPP)
Assessors Toxicology (Biocides)

José Tarazona

Room B

REPORT OF THE THIRD VISITATION OF THE CTGB - ANNEX 10
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Scrutinised dossiers evaluated by IVC
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Procedures for evaluating the legal case studies
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Colofon

Sanne Fonteijn-Roseboom
'Graanveld'
Digital Landscape Artwork

Information

Waar Ontwerp, Arnhem
Gertie Beurskens

Ctgb

Bennekomseweg 41
6717 LL Ede
The Netherlands
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ctgb

College voor de toelating van
gewasbeschermingsmiddelen en
biociden





