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Privacy
You have the right to access and correct any personal information the EPA holds under the Privacy Act 1993.
Information provided as part of this application is collected by the EPA for the purpose of administering the issue and
management of applications. This includes informing the public of applications. We may also contact you for feedback
on the application process using a third party provider.
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Send your application to the EPA Hazardous Substances Applications team:
•

preferably by email to: HSApplications@epa.govt.nz

•

or by post to: Environmental Protection Authority, Private Bag 63002, Wellington 6140

You will be invoiced once the application is received (lodgement fee). You will receive a second invoice once
the application pathway is determined.
See our website for information about fees and charges
For advice on preparing your application, please contact one of our applications advisors:
•

by email: HSApplications@epa.govt.nz

•

Freephone (within New Zealand): 0800 2255 372 (0800 CALL EPA)
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Provide details of how the substance will
be stored, and the facilities (including
warehouse storage) it will be stored in:

6.4.

Storage of the substance will be consistent with the controls
imposed by its hazard classification. The substance will be stored
for distribution in warehouses dedicated for this purpose.
Potential spillages are to be contained and the substance
prevented from entering drains/surface waters/ground waters.
Spilled material can be picked up with a suitable absorbent
material (e.g. sand, sawdust, general-purpose binder) and placed
in a sealable container marked for disposal. Contaminated floors
and objects can be cleaned thoroughly with water and detergent,
observing environmental regulations. Washings are to be
absorbed and placed in sealable containers marked for disposal.

Disposal

Disposal of damaged packaging,
contaminated absorbents and other
materials:

Damaged packaging, contaminated absorbents (e.g. from
cleaning up spilled material) and other materials are to be
disposed of in a safe manner in compliance with local and
national regulations.

Detailed instructions for safe disposal of
the formulated substance and its
packaging:

The preferred disposal route for the substance is by application to
crops in accordance with its proposed uses. Other possible
disposal routes include storage and subsequent transport to a
suitable waste disposal or treatment facility. The empty container
is to be triple rinsed and the rinsate added to the spray tank, in
accordance with the directions for use. The rinsed container can
then be recycled through Agrecovery.

12

Import or manufacture a pesticide
Application Form
August 2020 | EPA0316

The hazard classifications of the active ingredient mefentrifluconazole have been established by the EPA (see Revystar Fungicide [APP203766/HSR101415]).
Mefentrifluconazole has been classified to be of very low acute toxicity in mammals by oral, dermal, inhalation routes. It was not classified as skin or eye irritant.
However, mefentrifluconazole was found to be a contact sensitiser and as such classified as 6.5B (skin sensitisation 1). It was found not to be genotoxic,
carcinogenic, and not to cause reproductive or developmental toxicity, or target organ toxicity.
Mefentrifluconazole was found to be hazardous to the aquatic environment (9.1A – Cat 1) and hazardous to terrestrial vertebrates (9.3C). It was not found to be
hazardous to the soil environment or to terrestrial invertebrates.
The hazard classifications of mefentrifluconazole were determined based on the information provided by this applicant (including toxicity and ecotoxicity studies).
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The proposed classifications for REVYLUTION Fungicide are supported by the submitted data, and other existing information submitted by this applicant on the
active ingredient mefentrifluconazole (see Revystar Fungicide [APP203766/HSR101415]).
Toxicity studies summaries for REVYLUTION Fungicide are included in the Confidential Appendix and copies of the study reports are provided.
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The EPA’s quantitative risk assessment considered the effect of the proposed use of Revystar Fungicide on
non-target organisms and the environment. Taking into account the assessment of the potential risks and
benefits associated with Revystar Fungicide, the EPA concluded that, with all of the controls in place the
overall risks to the environment arising from the hazardous properties and the use of mefentrifluconazole in
Revystar Fungicide are negligible.
Aquatic Organisms: REVYLUTION Fungicide is expected to be classified by the EPA as Aquatic Chronic 2
(toxic to aquatic life with long lasting effects). The substance is not intended to be directly applied into, onto
or over water. The substance will be used on cereal crops and the use rate on an active ingredient basis
(mefentrifluconazole) is exactly the same currently approved in New Zealand for Revystar Fungicide
[APP203766/HSR101415]. Aquatic organisms may be exposed to the proposed substance, to the active
ingredient mefentrifluconazole and its metabolites, through spray drift, run-off, and drainage from the
application site into adjacent water bodies. Exposure of aquatic organisms via these routes was previously
estimated by calculating Predicted Environmental Concentrations in surface water (PECsw) and sediment
(PECsed) using accepted modelling. The EPA concluded that risks to aquatic organisms can be mitigated
and risks to sediment-dwelling organisms were considered to be low. As such, contamination of aquatic
ecosystems should be avoided, and the same restrictions applied on the use of Revystar Fungicide in
cereals [APP203766/ HSR101415]) are proposed for managing potential risks to aquatic organisms from the
use of REVYLUTION Fungicide, as follows:
-

The maximum application rate for REVYLUTION Fungicide is 1.5 L/ha (equivalent to 150 g of
mefentrifluconazole/ha) with a maximum of two applications per year and a minimum 21 days
interval between applications.

-

When REVYLUTION Fungicide is applied using ground-based methods, the nozzle must be set to a
medium droplet quality spray, as defined by the American Society of Agricultural and Biological
Engineers (ASABE) Standard (S572) or the British Crop Production Council (BCPC) guideline.

-

When REVYLUTION Fungicide is applied using aerial methods, the nozzle must be set to a coarse
droplet quality spray, as defined by the American Society of Agricultural and Biological Engineers
(ASABE) Standard (S572) or the British Crop Production Council (BCPC) guideline.

-

REVYLUTION Fungicide must not be applied when wind speeds are less than 3 km/h, or more than
20 km/h as measured at the application site.

Terrestrial vertebrates: The acute and chronic toxicity of the substance to birds and mammals is low.
Therefore, the application of REVYLUTION Fungicide as a foliar fungicide in cereals crops in accordance
with good agricultural practice is not expected to have an adverse impact on birds (and other wild mammal
species).
Terrestrial invertebrates (earthworms and other soil-dwelling invertebrates): The EPA established that
the toxicity of mefentrifluconazole to soil macro-organisms is low [see Revystar Fungicide;
APP203766/HSR101415]. Toxicity/exposure ratios for earthworms and other soil non-target macroorganisms were found to be negligible. The EPA identified potential chronic risks for threatened earthworm
species in-field to be above the level of concern. However, threatened earthworm species are unlikely to be
present in arable land, where substances such as REVYLUTION Fungicide are applied to. The use of
REVYLUTION Fungicide as a foliar fungicide in accordance with label instructions will not present an
unacceptable risk to earthworms and other soil-dwelling invertebrates.
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Terrestrial invertebrates (bees and other arthropods): REVYLUTION Fungicide is intended to be applied
by ground-based and aerial methods. Non-target arthropods may be exposed to the substance. The EPA
established that the risk to pollinators and other non-target arthropods are below the level of concern and
that risks from the proposed use of Revystar Fungicide are negligible without additional controls. Therefore,
the application of REVYLUTION Fungicide as a foliar fungicide on cereals in accordance with good
agricultural practice is not expected to have an adverse impact on pollinators or other non-target arthropod
species.
Non-Target plants: REVYLUTION Fungicide is intended to be applied by ground-based and aerial
methods. Non-target plants may be exposed to the substance. The EPA established that the risk to nontarget plants is negligible without additional controls. Therefore, the application of REVYLUTION Fungicide
as a foliar fungicide on cereals in accordance with good agricultural practice is not expected to have an
adverse impact on non-target plant species.
In conclusion, it is considered that the risks to the environment from the proposed use of REVYLUTION
Fungicide are acceptable with the proposed controls.

Other considerations:
Risks and benefits
The use of foliar fungicide sprays on agricultural crops, including cereal crops, is a common and longestablished farming practice that constitutes good agricultural practice. Mefentrifluconazole is currently
approved for use on cereals (see Revystar Fungicide; APP203766/HSR101415). The release of the
proposed substance to the cereal farmer fits with current practice and presents no significant new or
cumulative costs to the farming industry or to the environment.
The use of fungicides in commercial crops is of significant economic benefit to growers through yield loss
prevention. New Zealand cereal growers rely heavily on fungicide products to control a range of foliar
diseases. The proposed substance is a novel formulation of the active ingredient mefentrifluconazole,
offering powerful efficacy against a range of foliar diseases in cereals. The approval to import and release
the proposed substance will be of significant economic benefit to growers offering improved crop health,
yield loss prevention and an additional efficacious resistance management tool to ensure the production of
quality cereals for domestic and export markets.
The availability of multiple formulation types (either single and dual mode of action formulations) improve
consumer choice and greater market competition. Currently, New Zealand growers have access to a
number of products from a range of mode of action groups to control foliar diseases in cereals, but
essentially rely on triazoles (DMI – Group 3), carboxamide (SDHI – Group 7), and strobilurins (QoI – Group
11) mode of action fungicides. Strategies developed to forestall the development of resistance rely on spray
programmes based on tank mixing different modes of action groups and alternation of spraying fungicides
from differing mode of action groups. REVYLUTION Fungicide is a unique formulation containing
mefentrifluconazole. It offers DMI (Group 3) activity and powerful efficacy against a range of fungal
diseases. The approval to import and release the proposed substance will give growers a vital tool they
need to grow quality cereals both for the domestic and export markets.
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The risks to human health from the application of REVYLUTION Fungicide by either ground or aerial
application are negligible even in the absence of PPE. The availability of a substance with a favourable
human toxicity profile is also considered a benefit.
With the proposed controls in place, the risks to the environment from the importation and use of
REVYLUTION Fungicide are considered to be negligible. The positive effects of the substance to farmers
outweigh any potential adverse effects of the substance.
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10.2.

Effects on public health

Operators, bystanders and workers:
REVYLUTION Fungicide is intended for application as a dilute foliar spray using conventional vehicle
mounted or aerial spray equipment. Potential operator exposure estimates using accepted modelling has
been performed for Revystar Fungicide [APP203766/HSR101415]. Both Revystar Fungicide and
REVYLUTION Fungicide are EC formulations containing the same active ingredient mefentrifluconazole at
the exact same rate (100 gai/L). The proposed use patterns for REVYLUTION Fungicide are in line with
Revystar Fungicide. When comparing the two substances, the major difference is the absence of the active
ingredient fluxapyroxad in the REVYLUTION Fungicide formulation. The absence of fluxapyroxad in
REVYLUTION Fungicide makes it virtually less hazardous than Revystar Fungicide.
In the primary risk assessment, the EPA concluded the risk for human health from the application of
Revystar Fungicide by either ground or aerial application are negligible even in the absence of PPE.
Quantitative risk assessment determined that risks to operators during mixing, loading and application of
Revystar Fungicide in cereals were below the level of concern without the use of PPE. Risks to re-entry
workers were negligible without the use of PPE, as well as the estimated risks to bystanders being negligible
for both application methods (ground-based and aerial), and buffer zones were not required to mitigate risks
to human health.
There are no unacceptable risks anticipated for the unprotected operator, bystander or worker within the
intended use of REVYLUTION Fungicide.
Consumers:
REVYLUTION Fungicide will be used on cereal crops and the use rate for mefentriflucoanzole is the same
currently approved in New Zealand for Revystar Fungicide. Low level residues of mefentrifluconazole may
be found in grain at harvest from cereal crops treated with the proposed substance according to good
agricultural practice. Products containing mefentrifluconazole have been registered in many countries and
associated MRLs have been set for cereal grains, including in New Zealand. MPI’s ACVM group have
already assessed potential residues of mefentrifluconazole in cereals and have identified no unacceptable
risks to consumers.
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10.3.

Effects on the relationship of Māori and their culture and traditions with their ancestral
lands, water, sites, wāhi tapu, valued flora and fauna, and other taonga

The general benefits afforded by effective control of diseases in agricultural crops are of value to all,
including iwi/Māori engaged in growing agricultural crops in Aotearoa New Zealand.
The proposed use of REVYLUTION Fungicide for the control of diseases in cereals fits within current
accepted practices in the growing of commercial crops, and any risks are expected to be adequately
managed by use of product according to label directions.
REVYLUTION Fungicide offers powerful efficacy against a range of diseases in cereal crops. The approval
to import and release the proposed substance will be of significant economic benefit to growers offering
improved crop health, yield loss prevention and an additional efficacious resistance management tool to
ensure the production of quality crops for domestic and export markets. The substance represents a
progressive step up from the foliar fungicides currently in use and is therefore a significant new tool for the
grower.
The potential effects of Revystar Fungicide [APP203766/HSR101415] on the relationship of Māori and their
culture and traditions with their ancestral lands, water, sites, wāhi tapu, valued flora and fauna, and other
taonga, have been assessed. The conclusion was that, with the proposed controls, Revystar Fungicide is
not likely to significantly affect the ability and capacity of Māori to maintain their economic, social, and
cultural well-being and affect the relationship of Māori and their culture and traditions with their environment
and taonga, including culturally significant species, resources, and places, and the customary values,
practices and uses associated with these taonga. No issues arose concerning the Treaty of Waitangi. The
outcomes of this primary assessment are directly transferable to REVYLUTION Fungicide, which contains
the same active ingredient mefentrifluconazole, in the same formulation type (EC), at the same
concentration (100g/L). Also, the proposed use patterns for REVYLUTION Fungicide in cereal crops are in
line with Revystar Fungicide.
The use of REVYLUTION Fungicide is not expected to result in any adverse effects on Ngā tāngata
(people); Ngā taonga koiora (native flora and fauna); Ngā taonga tuku iho (valued flora and fauna); Te
whenua (land); Ngā Moana, Roto, Awa, Manga (Waterways inland and offshore); Te hau (air); Ngā taonga
tuku iho (traditional Māori values and practices), or adversely impact the kaitiaki relationship of Māori and
their culture to the environment. This because any potential risks can be adequately managed by use of
product according to label directions.
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10.4.

New Zealand’s international obligations

The intended use of REVYLUTION Fungicide in New Zealand is consistent with that of our major trading
partners, who have existing MRLs for the active ingredient mefentrifluconazole. No international obligations
that may be impacted by the approval of REVYLUTION Fungicide have been identified.
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Signature of applicant or person authorised to sign on behalf of applicant

☒

I am making this application, or am authorised to make this application on behalf of the applicant.

☒

I have completed this application to the best of my ability and, as far as I am aware, the information I
have provided in this application form is correct.

19/05/2021
Signature
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