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Asulox Emergency Authorisation 2023 — Scottish Government Q&A

Requlatory Process

Q: What is an emergency authorisation?

A: As set out in Article 53 of retained Regulation (EC) 1107/2009, emergency
authorisations allow a pesticide to be placed on the market for limited and controlled
use. They may be granted in special circumstances where the PPP is necessary
because of a danger to crops, other plants or the environment, including human or
animal health, that cannot be contained by any other reasonable means. Under an
emergency authorisation, the PPP can only be available for sale for a period not
exceeding 120 days.

HSE assesses each application against these requirements. This will include
balancing the potential risks and benefits of using the requested product using
available data, to decide whether the benefits of granting the authorisation to
address the danger outweigh the potential adverse effects on human and animal
health or the environment. Each application is considered on a case-by-case basis.
There is no obligation to grant an emergency authorisation. It is the responsibility of
the applicant to provide all relevant information to justify the need for an emergency
authorisation.

Q: How does HSE assess Emergency Authorisation applications?

HSE assesses each application for emergency authorisation on a case-by-case
basis against a number of requirements set out in Article 53 of retained Regulation
(EC) 1107/2009 and in line with guidance for applicants available on HSE’s website:
Guidance on article 53 emergency authorisation applications (hse.gov.uk).

Information required from the applicant includes:

» a description of the special circumstances that warrant the application;

» a description of the danger which requires use of the requested product;

» the justification for use because of that danger;

« a consideration of the alternative options to tackle the danger;

* how it will be ensured the product applied for is used in a limited and
controlled way;

» the potential adverse effects if the application is granted and the pesticide is
used, and how it is planned to mitigate those effects

* how the need to apply for the same use again will be avoided through
developing alternative longer-term solutions.

HSE assesses each application against these requirements. This includes balancing
the potential risks and benefits of using the requested product using available data,
to decide whether the benefits of granting the authorisation to address the danger
outweigh the potential adverse effects on human and animal health or the
environment. There is no obligation to grant an emergency authorisation under
Article 53.


https://www.hse.gov.uk/pesticides/resources/a/article-53-emergency-authorisation-applications.pdf
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Under the terms of Agency Agreements under which HSE carries out this work for
the UK administrations, HSE sought approval from each UK administration to
consent to HSE taking the decision for Asulox.

Q: Who is responsible for making decisions on emergency authorisation
applications for pesticides?

A: Ministers across the UK are responsible for deciding whether an application
should be granted in their respective countries. In practice, Ministers usually
delegate this responsibility to HSE which takes decisions on applications on behalf of
all four countries of the UK, although Ministers may choose to take a decision
themselves on a case-by-case basis for use in their country. There are specific
categories of decisions which require prior written approval from the four UK
administrations before being exercised by HSE. This includes decisions, such as the
emergency authorisation for the use of Asulox, which are considered to be novel or
contentious.

Q: If Ministers choose to take the decision themselves what process would
they follow?

A: Ministers can take back and exercise a delegated function. In this case, Ministers
must then consider all the evidence and analyses presented in the application to
determine whether the regulatory tests and requirements for granting emergency
authorisation are met, working to the same regulatory framework as HSE. Ministers
must also take into account the overall purpose of the regulatory system, to ensure a
high level of protection for human and environmental health. If Ministers exercise the
decision, it does not mean that the outcome will be different from that made by the
regulator, but that it is made independently of the regulator.

Q: Can different parts of the UK take their own decisions on pesticides?

A: Yes. This is a devolved policy area and therefore independent decisions can be
taken in each part of the UK. However, along with the Health and Safety Executive
as the regulator acting on behalf of all parts of the UK, the four nations seek
consistency of decision-making under the Chemicals and Pesticides Provisional
Common Framework where possible and appropriate in each individual case. For
example, it is helpful to minimise the occasions on which different parts of the UK
authorise different pesticides whilst acknowledging that the EU system for regulating
pesticides continues to apply directly to Northern Ireland.

Q: Does the Internal Market Act prevent different decisions being taken in
different parts of the UK?

A: The UK Internal Market Act allows for certain specific regulatory requirements to
be explicitly excluded from the scope of mutual recognition for goods. The operation
of Regulation 1107/2009 concerning the placing of plant protection products on the
market (including the domestic implementing regulations) is explicitly excluded from
mutual recognition in this way. This means that mutual recognition does not apply to
any form of plant protection product (“pesticide”) authorisation or active substance
approval. Each part of the UK remains responsible for deciding which pesticide
products can be authorised for marketing and use in their respective territories.
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(Active substance approval is a mandatory pre-requirement for product authorisation
and so is treated in the same way.) Ideally, consistent decisions will continue to be
taken wherever possible, but administrations will have the ability to take their own
decisions if so desired, taking into account locally specific considerations such as
environmental conditions or farming practices.

Q: Have Scottish Ministers taken a different decision than the HSE in relation
to pesticide authorisations in the past?

A: No, Scottish Ministers have to date always followed HSE's regulatory
recommendation in relation to pesticide authorisations.

Emergency Authorisation of Asulox

Q: Why isn’t there a long-term standard authorisation for use of Asulox?

A: This would require the active substance (asulam) in Asulox to be approved in
Great Britain. The product and the active substance have been withdrawn for nearly
20 years. Since withdrawal, HSE has not received a new application for approval.
Instead there have been repeated annual emergency authorisation applications.

To secure long-term approval a new application, with data to show an acceptable
and safe use of the active substance which meets the conditions required for
approval under the retained pesticides legislation, would need to be submitted.

Q: Why has HSE refused the emergency application in Scotland and Wales this
year, given it’s been authorised for the past ten years?

A: HSE'’s assessment of the emergency application against the legislative
requirements in Article 53 of retained Regulation ((EC) 1107/2009) identified a
significant number of risks that outweighed the benefits of the proposed use.

Reasons for refusal can be found in the letter sent to the Bracken Control Group
(BCG) (the applicant) which is available on the BCG website.

Q: Does this decision cause divergence between the 4 nations in the UK?

A: Yes. Currently different decisions have been taken by Ministers for England than
by HSE for Scotland, Northern Ireland and Wales for 2023. The Provisional
Chemicals and Pesticides Common Framework sets out how the UK governments
should work together to reach decisions, but also recognises the freedom for the 4
nations to reach different decisions (see section 16.4).

The Provisional Chemicals and Pesticides Common Framework sets out how the UK
governments should work together to reach decisions, but also recognises the
freedom for the 4 nations to reach different decisions (see section 16.4)

Q: Why does the decision in Scotland differ to England?

A: Scottish Ministers operate under the same regulatory framework as their Defra
counterparts, but decision making must be made on the evidentiary basis and
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https://s3.eu-west-1.amazonaws.com/jotter2.files/17124566?response-content-type=application%2Fpdf&response-content-disposition=inline%3Bfilename%3D2022_02174_refusal_wales_scotland_asulox_2023_web-4863-.pdf&X-Amz-Content-Sha256=UNSIGNED-PAYLOAD&X-Amz-Algorithm=AWS4-HMAC-SHA256&X-Amz-Credential=AKIAIH4MJHC24RK4EHAA%2F20230821%2Feu-west-1%2Fs3%2Faws4_request&X-Amz-Date=20230821T071936Z&X-Amz-SignedHeaders=host&X-Amz-Expires=3000&X-Amz-Signature=f4b1baceb42284eccc0864fd7a7b7f5b69267c0f4920fd06e925a852d53e69bd
https://www.brackencontrol.co.uk/asulam
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1052055/chemicals-pesticides-provisional-common-framework.pdf
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regulatory requirements as they apply in Scotland. Defra Ministers have chosen to
authorise Asulox in England against HSE advice.

Q: Why did the Scottish Government agree to HSE taking the decision on its
behalf?

A: The Scottish Government considered a range of evidence before consenting to
HSE, our regulator, to take this decision on our behalf. We reviewed the regulator’s
assessment, we consulted the UK independent Expert Committee for Pesticides and
we commissioned a rapid evidence review to help assess the wider evidence base.

After careful consideration of the evidence relating to the balance of risk of granting
this emergency authorisation the Scottish Government supported the regulatory
recommendation and ECP position to refuse this application. The Scottish
Government is acutely aware of the risks associated with uncontrolled bracken and
did not take this decision lightly, basing our position on scientific evidence.

The Health and Safety Executive advice to all four nations of the UK was not to
authorise the use of Asulox because of the risks it poses to human, animal and
environmental health. Independent advice from SG’s Chief Scientific Adviser for
Environment, Natural Resources and Agriculture and the UK Expert Committee on
Pesticides supported this conclusion, and the Welsh Government have also followed
the HSE advice.

The Scottish Government is committed to science based decision making, and
follows well established and evidence based process in relation to the authorisation
of chemicals.

Q: What evidence was considered by the Scottish Government?

A: The Scottish Government considered a range of evidence before consenting to
HSE, our regulator, to take this decision on our behalf. We reviewed the regulator’s
assessment, we consulted the UK independent Expert Committee for Pesticides and
we commissioned a rapid evidence review to help assess the wider evidence base.

Separately, we also considered other sources of information submitted to us,
including that provided by Professor Roy Brown in relation to the role of bracken in
tick population dynamics and human and animal disease, as well as NatureScot’s
position on impact of bracken on habitat conservation and biodiversity.

Q: Why has the process taken so long?

A: There is an established process that where HSE considers applications for UK-
wide emergency authorisation, so far as possible, a decision will only be
communicated to the applicant once all UK administrations have responded to HSE’s
recommendation. The Scottish Government response to the HSE recommendation
was first shared with HSE in early May. This was not communicated to the applicant
as, at that time, not all UK Governments had responded to this UK-wide application.

Defra Ministers undertook their own assessment, leading to the decision to grant the
emergency authorisation for England on 15 June. At that stage the Scottish
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1163747/ecp-minutes-230418.pdf
https://sefari.scot/news/a-new-report-highlights-implications-of-bracken-control-methods-on-biodiversity-rural
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1163747/ecp-minutes-230418.pdf
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Government wished to give further consideration to its response. HSE was informed
of the outcome as soon as that was complete.

We recognise the delay and uncertainty has been unhelpful to those in our rural
communities, however the process must be conducted robustly to comply with the
regulatory requirements and ensure a high level of protection to the environment and
human health.

Q: Why were the decisions on the application not communicated to the
applicant at the same time?

A: The Scottish Government considered it important to respect the established
process that all UK governments respond to HSE before the applicant is informed,
by HSE, of any decision.

Q: What support and further research is the Scottish Government
considering?

A: Support for bracken control through the Agri-Environment Climate Scheme (AECS)
continues for 2023. Contracts for chemical and mechanical bracken control have
been issued from the 2022 round of AECS which commence in 2023. Where contract
holders had intended to undertake chemical control, we will offer flexibility to allow
mechanical or manual activity. We are also pursuing taking forward further research
on bracken control options and the impact of bracken.

The Scottish Government also welcome NatureScot’s development of a bracken
control framework, which they are working on developing with colleagues from
Natural England, Natural Resources Wales and DAERA Northern Ireland and will
work closely with NatureScot and other key stakeholders on this issue.

The Minister for Green Skills, Circular Economy and Biodiversity recently wrote to
the Bracken Control Group accepting an invitation to a site visit at a location with
established bracken, and welcomes the opportunity to continue to discuss impacts
and control options.

The Cabinet Secretary for Rural Affairs, Land Reform and Islands is writing to
stakeholders to invite them to meet and discuss how we can support bracken

control.

Q: Without Asulox what action will the government take in relation to the risks
associated with bracken control?

A: As highlighted by the Scottish Government’s Chief Scientific Adviser for
Environment, Natural Resources and Agriculture, Asulox is used on 2,000-3,000 ha
of land in Scotland each year, around 2% of the total bracken area and thus Asulox
is not currently, nor can likely ever be, a tool for a national bracken control
programme.

Further research on bracken control options and impact of bracken on human and
animal health are being considered.
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We will continue to work closely with stakeholders and NatureScot to consider
options for sustainable bracken management. The Cabinet Secretary for Rural
Affairs is writing to stakeholders to invite them to meet and discuss how we can
support bracken control.

Q: Are there alternative options for bracken control?

A: Squire Ultra, containing amidosulfuron, can be used to control bracken in
grassland areas (which includes moorland and rough grazing) and can be applied
via boom arm sprayers or knapsack sprayers. It does not have a current
authorisation for use in forestry, but an Extension of Authorisation for Minor Uses
(EAMU) application could address this. It is acknowledged that it does not offer the
same level of control as asulam, and the control offered by amidosulfuron can be
more variable. The UK Nature Conservation Agencies do not support the use of this
alternative due to concerns about negative impacts on soil fauna, persistence in the
soil and effects to non-target plants. Amidosulfuron products cannot be used to treat
bracken on any land within a designated site or managed within an Agri-environment
scheme, such as AECS. It is the view of HSE and the ECP that use of amidosulfuron
could be explored further to both address how it compares to asulam and how it
could be used to greater effect. Glyphosate is a non-selective herbicide, which kills
all vegetation it comes into contact with. For this reason it should not be used to treat
bracken if there is the chance that it will come into contact with underlying vegetation
and is only advised for use in the Bracken Control best practice guidance when
applied from a tractor or ATV mounted boom for weed wiping on dense stands of
bracken.

Physical methods (rolling, crushing, cutting) are effective in more accessible areas. If
adopting mechanised treatment methods, consideration for ground-nesting birds and
European Protected species must be taken into consideration.

Tree planting may be a long term solution. Preferential grazing by livestock likely
contributes to the spread of bracken. There is research identifying ecological
methods, including ecosystem restoration, that can be successful in bracken control.
These ecological approaches will be required to manage risks of bracken expansion
linked to climate change. Continual approval of Asulox usage has reduced incentives
to find alternate control methods. Rejection of authorisation would indicate that a
long-term solution is required.

Bracken Control — A guide to best practice guidance can be found on the NatureScot
website at: https://www.nature.scot/plants-animals-and-fungi/ferns/bracken
This contains guidance on the range of bracken control methods.

Q: Will Asulox be available for use next year?

A: An application must be submitted in order for emergency authorisation to be
considered. Emergency authorisation applications are assessed on a case-by- case
basis against the legislative requirements. If an application is made for Asulox use in
2024 it will be considered in line with the regulatory process.
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Q: What was the advice from the Expert Committee on Pesticides (ECP)?

A: On the basis of the evidence brought before the ECP, the Committee advised that
it does not support an emergency authorisation under Article 53 of Regulation
1107/2009 for the aerial or land-based application of Asulox to control bracken due
to risks that cannot be mitigated.

The full advice can be found at Full Minutes - 18 April 2023 - Expert Committee on
Pesticides (ECP) (publishing.service.gov.uk).

Q: What is the Expert Committee on Pesticides (ECP)?

A: The Expert Committee on Pesticides provides independent impartial advice to
government on the science relating to pesticides. The Committee consists of 15
experts within the field.

Q: What are endocrine disruptors, and is Asulox an endocrine disruptor?

A: Endocrine disruptors are substances that alter the normal functions of the
endocrine (hormonal) system, causing adverse health effects, particularly in relation
to reproductive and developmental functions.

The European Food Safety Authority (EFSA) has concluded that asulam (the active
ingredient in Asulox) is considered to meet the criteria of an endocrine disruptor for
humans for the thyroid (T) modality. It also stated that a conclusion on the endocrine-
disrupting properties for non-target organisms could not be made based on the
information available. Full authorisation of this active ingredient could only be
granted if further data generation met requirements to show that asulam was not an
endocrine disruptor. That data is not yet available.

Q: What is the risk of bracken in relation to tick harbourage and threat to
human and animal health?

A: An evidence review commissioned by the Scottish Government stated that the
risk relating to bracken and ticks is not well characterised and was identified as a key
data gap. Noting that some studies show that bracken harbours high densities of
ticks. However, the evidence on whether levels are higher when compared to other
upland vegetation types is not clear. The risk of tick-borne disease also depends on
the abundance of tick hosts and disease reservoirs with little data to allow
assessment of the density of these hosts in different habitats. Although it is
acknowledged that not controlling bracken in some areas potentially promotes tick
habitat, the data is equivocal. The report concluded that more research is needed to
assess if bracken presence and expansion could increase the risk of animal and
human tick-borne diseases including Lyme disease.

Q: Has Asulox been found in water?
A: A buffer zone of 90 m has not been sufficient to preclude water levels above the

drinking water standard being detected by some English water companies. Scottish
Water review planned Asulox applications prior to aerial spraying taking place and
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catchment liaison officers are on site where they perceive there may be a risk
present and where further mitigations may be required. Scottish Water has detected
Asulam in source waters. Although, they have had no detections at customer taps
above the drinking water standard, there have been many detections below the
regulatory limit in some water samples. Demonstrating that the 90 m buffer zone
provides some protection against exceedances in drinking water, but does not
preclude the presence of Asulam in water sources used for drinking waters.

Q: What should I do if | have funded bracken control included in my AECS
contract for 2023?

All contract holders with mechanised/chemical treatment of bracken included in their
AECS contract for 2023 will have the opportunity to change to mechanised control
and amend the amount of bracken treatment being delivered. A letter will be sent out
from SGRPID with guidance on how to request a change to the contract.



