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3 Efficacy Data and Information (including Value Data) on the Plant Protection Product

Comments of zZRMS:

Conclusions from the assessment were prepared using grey commenting boxes placed at the end of each chapter.
Textual changes were done using grey highlights in the text. The parts of the text amended or added by the
zRMS evaluator are highlighted in grey, whereas the parts struck off are :

In order to avoid ambiguity in marking, any grey highlighting used by the applicant in the cells of tables has
been removed by the zRMS.

3.1 Summary and conclusions of zZRMS on Section 3: Efficacy (KCP 6)

Abstract by ZRMS

Introduction

FHOO4 is a suspension concentrate co-formulating 50 g/L prothioconazole and 625 g/L sulphur, intended for
the control of Septoria and Puccinia pathogens in cereals. The applicant, UPL Holdings Codperatief U.A., is
seeking full authorization of the fungicide FHOO04 according to the article 33 of the Regulation (EU) No
1107/2009.

The Data Submitted

The dossier includes 63 valid preliminary, MED and efficacy trials: 43 in winter wheat (including one in durum
wheat), 36 of them addressing SEPTTR, 11 addressing PUCCRE or PUCCRT, 10 addressing PUCCST, or
PUCCSI (3 trials), 6 trials in triticale (2 addressing SEPTTR, 1 addressing PUCCRT and 3 addressing
PUCCST) and 10 trials in rye (all addressing PUCCRE or PUCCRT). (In addition, 4 trials in rye addressed
RHYNSE and 7 trials in winter wheat, including durum wheat, addressed ERYSGT. None of these pathogens
is, however subject to claim in the present submission.)

The winter wheat trials have been carried out in the Czech Republic (1), Germany (14), France (Maritime) (1),
UK (3), Lithuania (4), Latvia (6) and Poland (18). The French and British trials are only used in Preliminary
Tests chapter, they address co-formulation and the ratio of the actives in FHOOA4.

Triticale trials, as well as rye trials have been carried out in Germany (2 and 4, respectively) and in Poland (4
and 6 respectively).

Moreover, 3 French, winter wheat trials (field phase, 1 Mediterranean location and 2 Maritime locations) pro-
duced grain material for bread making test, reported in a separate, fourth document (lab phase).

Preliminary trials

Both the advantage of co-formulation of prothioconazole and sulphur as well as their ratio in the FHO04: 50/625
g/L, have been considered as demonstrated and justified effectively. For more detailed comments see the 4
consecutive commenting boxes in the pages 29-37.

MED - Minimum Effective Dose

The target dose rate of 4.0 L/ha of the test item FHOO4 has been effectively demonstrated and justified, as the
minimum effective dose in control of pathogen complex (PUCCRE, PUCCST and SEPTTR) in winter wheat
and in winter rye. For more detailed comments see the 4 consecutive commenting boxes in the pages 43-56.

EFFICACY

General remarks

1.The aim of the present submission is clearly to obtain authorization for 2 applications per use and per crop.
Consequently, all the assessments present efficacy following the second application and data analysis apparently
confirms that it is only double application that provides satisfactory efficacy in control of the pathogens in
question. The applicant’s awarness of the situation is also evident from the label project wherein the respective
phrase reads briefly: “Number of applications: 2”, and from the data classification: a single trial reported in UPL
Report No. F21EU-009-011-003 has been excluded, by the applicant, as inconsistent with efficacy and even
with the yield assessment, based on its including only a single application of the FHO04.

Hence, the original entry in the column 8 GAP table, reading: “a) 1, b) 2)” was incoherent with efficacy dossier
and had been as such considered incorrect. The zRMS has therefore replaced the entry with “a) 2, b) 2)”, so it is
now in line with the data set submitted.
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2.Based on the application timing in trials, as reported by the applicant and as corrected by zZRMS according
to individual trial reports (both in Table 3.2-19), the entry in the column 7 GAP table, reading: BBCH 27-69,
has been amended and it now reads: BBCH 30-69.

3.For most of the time, including when referred to triticale crop, the applicant is using the EPPO code PUCCSI,
standing for Puccinia striiformis f. sp. tritici, which can be only found on wheat. In the complete data set only
3 trials explicitly describe the pathogen assessed as PUCCSI: this is on winter soft wheat crop. Otherwise, and
including all the other instances when winter wheat is meant, the testing units always code the assessed path-
ogen as PUCCST. The zZRMS therefore can see no reason to discuss the efficacy of the test item in control of
the very specific pathogen: PUCCSI, while majority of the data submitted plainly testify of another: PUCCST.
The zZRMS conclusions are thus concerned only with PUCCST.

Control levels

In winter wheat, the efficacy of FHOO04 in control of SEPTTR, after double applications at 4.0 L/ha, had
reached the moderate level of 77-84%, depending on the assessment date and leaf stratum L1, L2 or L3, but it
has been considered equivalent to standard reference products in 31 wheat trials, carried out in the North-Eastern
and the Maritime EPPO zones. The efficacy of FHO04 against PUCCRE and PUCCST was clearly higher
compared to that against SEPTTR: the level >90% and often exceeding 95%, particularly within the assessments
2-3 weeks following the 2" application. At the last valid assessment efficacy declined to the levels < 90% and
sometimes <80% in control of PUCCRE, but not so in control of PUCCST, where it remained the level of 90-
97% in the NE zone and 62-99% in Maritime zone.

In winter rye the efficacy in control of SEPTTR was not assessed. The efficacy against PUCCRE was high in
the NE zone trials, similar to that observed in wheat (95-100% 2-3 weeks after 2" application and until the last
valid assessment), although it was apparently lower in Maritime zone / in German trials (80-82%). To the opin-
ion of ZRMS in both cases the performance of the test item is comparable to standards.

In winter triticale only 2 trials tested for efficacy against SEPTTR, and a single trial — for efficacy against
PUCCRE. These data proved the efficacy of the FHOO04 equivalent to standards, with the efficacy figures be-
tween 90-100% (SEPTTR and PUCCRE). The control of PUCCST on triticale was visibly lower compared to
that on wheat: 90-93% in the NE zone (n=2) and 52-78% in the Maritime zone (n=1), but in both cases efficacy
of the test item was equivalent to that of averaged standards.

Green Leaf Area

The average per cent increase in the GLA, across the North-Eastern and Maritime zone data in winter wheat
was the level of 35%, compared to 34% achieved by the averaged standard reference products. The increase on
triticale and on rye respectively was, on average, 34 vs 38% and 36 vs 36% (test vs standard) (Table 3.2-37).

Trial count and authorization options

Testing for the use against SEPTTR has been addressed by 31 trials in wheat. Testing for the use against
PUCCRE has been addressed by 10 trials in wheat, by 10 trials in rye and by one trial in each triticale and durum
wheat. Testing for the use against PUCCST has been addressed by 9 valid trials in soft winter wheat, by one
trial in durum wheat and by 3 trials in triticale. All trials have been carried out in at least 2 growth seasons,
mostly between 2020 and 2023.

Based on the data submitted and considering the minimum requirements set by the EPPO PP 1/226 (3) Number
of efficacy trials, it is possible to authorize FHO04 for double application at 4.0 L/ha at BBCH 30-69 in control
of SEPTTR, PUCCRT and PUCCST in soft winter wheat (TRZAW) and in control of PUCCRR in winter rye
(SECCW). Based on extrapolation of data from wheat and rye the authorization may also be granted for the
use, at the same dose rate and growth stage, in winter triticale (TTLWI), in control of SEPTTR, PUCCRE and
PUCCST.

For more details concerning control levels see the specific commenting boxes following respective sections of
the efficacy chapter: SEPTTR, PUCCRE, PUCCST. For justification of data extrapolation to winter triticale
crop also see the final efficacy comments.

Spring forms of cereals

Extrapolation from winter forms of wheat and triticale to spring forms, as suggested by the applicant in the GAP
table, is not possible based on the present data set. The reason for that is the complete absence (n=0) of trials in
spring forms, while the submission of 1-2 trials in the crop to which one extrapolates is, according to national
requirements, the sine qua non condition making extrapolation possible. Moreover, in case of new products,
including new actives or new mixtures, or in case of new uses, the required number of these trials is no less
than 2 for each use, with the “use” defined as each one of the combinations: crop x pathogen.

Durum wheat, Spelt wheat
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Both species are minor crops in Poland, and since the applicant is seeking authorization in these crops according
to Article 51 of the Regulation (EC) No 1107/2009, the efficacy data are not required for them.

Irrespectively, the pathogen nomenclature and codes have been corrected for these entries in the GAP table, as
was the number of applications, for there is no good justification to have them incoherent with conditions defined
for the other, major crops. On the contrary, the BBCH growth stages for these minor crops have been retained
unaltered, since except the 2 trials in durum wheat there is hardly any data available for these species which
could support any such amendments.

Information for potential authorizations based on mutual recognition

The dossiers includes only data from the North-Eastern zone and Maritime zone. No data from the South-Eastern
zone have been submitted, and the single trial from Mediterranean zone (FR) has only produced material for
baking tests; it has delivered no efficacy data.

To the opinion of zZRMS PL, the German and Czech efficacy data from winter wheat may be useful and suffi-
cient for authorization in the Maritime zone, but triticale and rye data are too scarce for authorization, since
FHOO4 is a new product.

PHYTOTOXICITY, YIELD, propagation material, transformation processes, succeeding crops, adja-
cent crops

Phytotoxicity and adverse effects on the yield, propagation material, transformation processes, succeeding crops
and adjacent crops are not expected after application of FHO04, when used according to label recommendations.
Yield from efficacy trials

Phytotoxicity in Efficacy trials

Phytotoxicitty in disease-free and low-pressure trials

Effects on the quality of plants or plant products

Effects on transformation processes

Impact on treated plants or plant products to be used for propagation

Succeeding crops
Adjacent crops

RESISTANCE RISK
Based on the submitted data and in order to avoid possible development of resistance, the following standard
resistance management tools are recommended to be included in the label of FHOO04:

- Use FHOO04 in accordance with label recommendations, i.e. observing the maximum number applica-
tions per growth season, and the recommended dose rate,

- Include, in the adopted plant protection program, fungicides containing active substances from other
groups according to the FRAC classification, with different modes of action (use the products
alternately or in a tank mixture),

- Use FHOO04 mainly preventively i.e. at the beginning of primary or secondary infection periods,

- Include, in the adopted disease plant protection program, control methods other than chemical, in
accordance with the principles of integrated plant protection, e.g. cultivation of resistant varieties and
the appropriate crop rotation.

For the broader information on resistance risk follow the link Resistance.

This draft Registration Report supports an Article 33 submission for the authorisation of a new
fungicide, FHOO04. This product contains the active substances prothioconazole (50 g/L) and, sulphur
(625 g/L), formulated as a Suspension concentrate (SC). Its intended use is as a fungicide for the control
of foliar diseases of cereals in Poland.

Preliminary tests

Leaf spot (Zymoseptoria tritici - SEPTTR) is the major problematic disease in cereals. Therefore, the
objective of this preliminary part is to justify the interest to associate sulphur with prothioconazole to
control leaf spot (Zymoseptoria tritici - SEPTTR).

In 5 trials carried out in Maritime EPPO climatic zone and provided as supportive data, FHO04 applied
at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was compared to Prothioconazole
based products applied straight at 200 g a.s./ha, Sulphur based products applied straight at 2475 g a.s./ha
and the extemporaneous tank-mix prothioconazole + sulphur.

In these 5 trials, different ratios of prothioconazole and sulphur was also tested to determine the best
ratio between both active substances.
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In 28 trials, FHOO04 applied at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was
compared only to Prothioconazole based products applied straight at 200 g a.s./ha. According to the
trial, Prothioconazole based product used in the trials was an internal preparation (code name FGRO06,
Prothioconazole, 250 g/L) applied at 0.8 L/ha or Proline also applied at 0.8 L/ha.

Based on the benefits with respect to resistance prevention, the knowledge of each active substances,
and technical possibilities on formulation, the combination of the active substances prothioconazole +
sulphur in FHOO04 and their rate ratio can be considered as justified.

Minimum effective dose tests

The confirmation of required doses of FHOO04, was supported by the data from 58 valid efficacy trials
carried out from 2020 to 2023 in the Northeast EPPO climatic zone (28 trials in Poland, 6 trials in Latvia
and 4 trials in Lithuania) and Poland border countries (1 trial in Czech Republic, and 19 trials in
Germany) in winter wheat (41 trials), durum wheat (1 trial) or winter triticale (6 trials) or winter rye (10
trials) against SEPTTR (33 trials) , PUCCRE (22 trials) and/or PUCCSI (13 trials). Some trials contained
more than one target disease, therefore the total number of trials for all diseases exceeds 58 valid trials.
The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha reached efficacy
superior to the lower rates and a good efficacy to control the disease complex
on cereals confirming the selection of 4.0 L/ha as maximum registered dose.

Efficacy tests

A total of 59 valid efficacy trials carried out from 2019 to 2023 are provided to confirm the efficacy of
FHOO4 at 4.0 L/ha in Poland in winter cereals.

In accordance with EPPO guideline PP1/257, all data against cereals disease complex (SEPTTR,
PUCCRE, and/or PUCCSI) in winter and spring wheat, durum wheat, spelt, rye, and triticale can be
considered as comparable and merged* in this section. The efficacy of FHO04 was good against cereals
disease complex (SEPTTR, PUCCRE, and/or PUCCSI). Therefore, provided data are sufficient to
justify the efficacy of FHOO04 at 4.0 L/ha to control cereals disease complex.

Comments of zZRMS:
*0On request of the zZRMS the applicant had updated the BAD and dRR in October 2024, providing, in the up-
dated document, separate summaries of efficacy for each cereal species.

Information on the occurrence or possible occurrence of the development of resistance

The possibility of development of resistance or cross-resistance to the active substances contained in
FHOO4 is discussed thereafter based on the requirements detailed in EPPO standard PP1/213(4)
‘Resistance risk analysis’.

As a summary, the risk of resistance to low to medium is considered acceptable when the product is
used according to the GAPs and taking into account the proposed management strategies.

Adverse effects on treated crops

The crop sensitivity was assessed in 59 efficacy trials in winter soft wheat, 2 efficacy trials in durum
wheat, 10 efficacy trials in winter triticale and 12 efficacy trials in winter rye. No phytotoxicity
symptoms caused by FHOO04 at the proposed dose of 4.0 L/ha were recorded in any of the  efficacy
trials. No effect is expected in cereals if FHOO04 is applied at the maximum requested rate of 4.0 L/ha
according to the Good Agricultural Practices and label recommendations.

Concerning the effect on the yield and the quality of harvested grains, sulphur and prothioconazole are
existing active substances and no effect on the yield is known. In addition, no adverse effect and no
difference with the reference standards was noted in valid efficacy trials harvested. No adverse effect
on the yield and on the quality of cereals is expected if FHOO4 is applied at the maximum requested rate
of 4.0 L/ha according to the Good Agricultural Practices and label recommendations.

The possible effect of FHOO04 on the transformation processes was studied from a set of 3 confirmatory
processing trials implemented in 2022 in France in the Maritime (2 trials) and the Mediterranean EPPO
climatic zone. No adverse influence on the transformation processes is expected if FHOO04 is used in
accordance with good agricultural practices, including label instructions.

A summary of the range of varieties tested and the extent of crop damage observed is provided to support
the use of FHOO04 on plants used for propagation purposes. It is concluded that no negative impact on
plant propagation will occur to these crops. Therefore, no effect on parts of plant used for propagating
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purposes is expected if FHOO04 is applied in accordance with the Good Agricultural Practices and label
recommendations.

Observations on other undesirable or unintended side - effects

Fungicides usually do not exhibit herbicidal activity. Phytotoxicity was considered as acceptable on
cereals (wheat, rye and triticale) in all of the 83 efficacy trials where FHOO04 was applied as a straight
product up to 4.0 L/ha.

In addition, any potential impact of FHOO04 on succeeding and adjacent crops would principally be
related to the active substances. Sulphur and prothioconazole are used in Europe for many years and no
side-effect is known in Europe.

No side-effect on beneficial and other non - target organisms were observed in the 83 efficacy trials
carried out in on cereals (wheat, rye and triticale) where FHOO04 was applied as a straight product up to
4.0 L/ha.

Therefore, no side-effect is expected if FHOO04 is used according to the Good Agricultural Practices and
label recommendations.
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Table 3.1-1: Acceptability of intended uses (and respective fall - back GAPs, if applicable)
1 2 3 4 5 6 | 7 | 8 | 9 10 | 11 | 12 13 14 15
c F Application Application dose Remarks:
—_ rop and/ gorkg
1 or situation Fn, L Max . kgorL a.s./ha
Use 8 Fnp Pests or Group of pests controlled Timing / numbér Min. product / ha " e.g. g safener/ JRMS
- » G, Growth interval | a) max. dose Water L/ha | PHI | synergist per ha, .
No. g (.C rop Gn, | (additionally: developmental stages of the Met_h od stage of ) per use between er appl a) max. dose (days) other dose Conf:luswn
2 destination / ' / Kind g b) per " Per app. per appl. - 4 : (efficacy)
* IS Gnp pest or pest group) crop & applications | b) max. total min / max expression, dose
[} purpose of crop/ b) max. total .
S or season (days) dose per range (min -
crop) | *x season dose per
crop/season max)
crop/season
Septoria (Zymoseptoria tritici) SEPTTR ) 02+ A
Winter wheat Yellow rust (Puccinia striiformis) Foliar a) 4 2.5
LIPL o ltrzaw) [P PUCCST spraying | BBCH30- |a)2 14 b) 8 by 04+ [100400 135
Brown rust (Puccinia triticina) PUCCRT 69 b) 2 5.0
Septoria (Zymoseptoria tritici) SEPTTR ) 02+
Spring wheat Yellow rust (Puccinia striiformis) Foliar a) 4 2.5
2 |PL (TRZAS) F PUCCST spraying | BBCH 30- | a) 2 14 b) 8 by 04+ 100-400 |35
Brown rust (Puccinia triticina) PUCCRT 69 b) 2 5.0
Winter \S(epl)ltoria (Z%/?;oseptqriattr_i'tfici) _SI;PTTR o w 3)5 0.2+
i ellow rust (Puccinia striiformis oliar a .
3 |PL EQtT"f\',SI) F PUCCST spraying | BBCH 30- | a)2 14 b) 8 by 04+ [100400 135
Brown rust (Puccinia triticina) PUCCRT 69 b) 2 5.0
Spring \S(epl)ltoria (Zy?;oseptqriatr_i_;ici) _SI§PTTR ol w 2)5 0.2+
- ellow rust (Puccinia striiformis oliar a .
4 |PL EQtT"’LaS'%) F PUCCST spraying | BBCH 30- | a)2 14 b) 8 by 04+ [100400 135
Brown rust (Puccinia triticina) PUCCRT 69 b) 2 5.0
a) 02+ A
Winter rye Brown rust (Puccinia recondita f. sp. Foliar a) 4 25
5 |PL (SECCW) |7 |recondita) PUCCRR spraying | BBCH 30- | a)2 14 b) 8 b) 04+ |100-400 |35
69 b) 2 5.0
Minor uses according to Article 51 (field uses)
Septoria (Zymoseptoria tritici) SEPTTR ) 02+ n.r.
Durum wheat Yellow rust (Puccinia striiformis) Foliar | BBCH 27- a) 4 2.5
6 PL (TRZDU) F PUCCST spraying | 69 a)2 14 b) 8 by 0.4+ 100-400 3
Brown rust (Puccinia triticina) PUCCRT b) 2 5.0
Septoria (Zymoseptoria tritici) SEPTTR ) 02+ n.r.
Spelt Yellow rust (Puccinia striiformis) Foliar | BBCH 27- a) 4 2.5
|PL (TRZSP) F PUCCST spraying | 69 a)2 14 b) 8 by 04+ [100400 135
Brown rust (Puccinia triticina) PUCCRT b) 2 5.0
a) 02+ n.r.
Spring rye Brown rust (Puccinia recondita f. sp. Foliar | BBCH 27- a) 4 25
8 |PL (SECCS) | recondita) PUCCRR spraying | 69 a2 14 b) 8 b) 04+ 100400 |35
b) 2 5.0

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1.

**

professional and non - professional greenhouse use, I: indoor application.

F: professional field use, Fn: non - professional field use, Fpn: professional and non - professional field use, G: professional greenhouse use, Gn: non - professional greenhouse use, Gpn:
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Column 15: zZRMS conclusion:

A | Acceptable
R | Acceptable with further restriction
C | To be confirmed by cMS

Not acceptable / evaluation not possible

.

Not relevant for section 3
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3.2 Efficacy data (KCP 6)

Introduction

This draft Registration Report supports an Article 33 submission for the authorisation of a new
fungicide, FHOO4. This product contains the active substances prothioconazole (50 g/L) and, sulphur
(625 g/L), formulated as a Suspension concentrate (SC). Its intended use is as a fungicide for the control
of foliar diseases of cereals in Poland.

Both actives are included into Regulation (EC) No 1107/2009 (Commission Implementing Regulation
(EU) 2023/918 of 4 May 2023 and 2023/2595 of 21 November 2023, respectively). The SANCO report
for prothioconazole: SANCO/3923/07 final 10 December 2007 and updated 26 January 2021) and for
sulphur: SANCO/2676/08 — final (22 October 2009 and updated 13 July 2012) are considered to provide
the relevant review information or a reference to where such information can be found.

ZRMS in charge of the evaluation of this preparation is Poland. Only Poland is concerned by this
submission.

Description of active substances
Active substances properties are summarised in Table 3.2-1.

Table 3.2-1: Details of the active substances
Active substance Sulphur Prothioconazole
Concentration 625 g/L 50 g/L
(RS)-2-[2-(1-chlorocyclopropyl)-3-(2-
Chemical name (IUPAC) Sulphur chlorophenyl)- 2-hydroxypropyl]-2,4-
dihydro-1,2,4-triazole-3- thione
2-[2-(1-chlorocyclopropyl)-3-(2-
Chemical name (CA) Sulphur chlorophenyl)-2- hydroxypropyl]-1,2-
dihydro-3H-1,2,4-triazole-3- thione
CAS No 7704-34-9 178928-70-6
Molecular formula Ss C14HisCI2N3 O S
Molecular mass 32.064 g/mol 344.26 g/mol
a
S S S z ) HO x—7
\s/ \57 [ A X N
Structural formula s ]
s/ \S a A\‘,A\\VJS
—NH
Chemical group Inorganic Triazole
DMI-fungicides
Group name Sulphur (DeMethylation Inhibitors)
(SBI: Class I)
Mode of acti Multi-site Sterol bi(l):sgz\tgecs:isdin (rgnlembranes
ode of action ode
FRAC Code M02 New FRAC group : Group 3
Curative and Protectant foliar fungicide,
Biological action Multi-site contact activity contact/residual with translaminar
properties

Mode of action

Sulphur is a non-systemic multisite inorganic fungicide with a secondary biological activity against
mites. It exerts its biological activity by contact. Sulphur inhibits the development and growth of
diseases caused by fungal pathogens. Sulphur present on the leaves of treated plants acts as elemental
sulphur. It could penetrate the fungal cells or mite cells due to its liposolubility and can break the cell
membrane resulting in cell death due to dehydratation. It also acts at the respiratory chain level (on
cytochrome C) by disrupting electron transport and therefore preventing the ATP formation. The particle
size of sulphur influences anti-fungal activity. Chemicals with multi-site activity like sulphur are
generally considered as a low risk group without any signs of resistance developing to the fungicides.
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Prothioconazole is a broad-spectrum synthetic fungicide of the triazolinthione family of compounds
with curative, preventive and eradicative action (FRAC Group 3). It can be used as both a
seed treatment and a foliar treatment. After absorption, it moves into cells of the target organisms,
effecting sterol biosynthesis and thereby disrupting membrane structure. This ultimately effects hyphal
growth and germ tube elongation. Fungi susceptible to prothioconazole include diseases caused by
Ascomycetes, Basidiomycetes and Deuteromycetes. Prothioconazole is approved for use on barley,
wheat (winter soft wheat, spring soft wheat, durum wheat), oats, rice, rye and triticale. Prothioconazole
is sold in combination with numerous other fungicides, including bixafen, spiroxamine, tebuconazole,
fluoxastrobin, trifloxystrobin and fluopyram.

Description of the plant protection product

FHOO4 is a Suspension concentrate (SC) preparation containing 50 g/L prothioconazole and 625 g/L
sulphur intended to control foliar diseases of cereals by foliar application method. The trade
name of FHOO4 is PATTON SUPRA.

FHOO04 is a new co-formulated product containing prothioconazole and sulphur. In Poland, several
preparations containing prothioconazole are currently registered on cereals. On the other hand, no
preparation containing sulphur is currently registered on cereals (Table 3.2-2).
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Table 3.2-2: Products containing prothioconazole or sulphur - List of authorizations granted in Poland - Cereals
Active Rate of Registration |Registered Maximum
active Formulation Authorisation Holder Product Name g gt Maximum rate of active substance
substance substance No. single dose rate
ADAMA SORATEL 250 EC R-156/2023
PROTIKON 250 EC R-127/2021
INNVIGO VIRID 250 EC R-128/2021
FINCHIMICA PROTIOSTAR R-77/2021
250 g/L EC NUFARM JOUST 250 EC R-119/2023 0.8 L/ha 200 g a.s./ha
EUSKATEL 250 EC R-175/2022
ROTAM AGROCHEMICAL SKELDON R-8/2023

EXACTRIS R-30/2020wu
SHARDA PRAKTIS R-222/2019
PROTENDO 300 EC R-224/2019
PABI 300 EC R-27/2020
PECARI 300 EC R-28/2020

Prothioconazole GLOBACHEM POLEPOSITION 300 EC R-29/2020 0.3-06 L/ha 90-180gas/ha

PRO-PROTIO R-62/2022 h.r.

PROVISO 300 EC R-74/2021 h.r.
ERA R-189/2019
BASIOR 300 EC R-213/2019
300 /L EC CACTAI R-171/2022
JUDYM 300 EC R-209/2019
. KANONIK 300 EC R-210/2019

CAC Chemical PODSTAWA 300 EC R.212/2019 0.6 L/ha 180 g a.s./ha
PROCER 300 EC R-208/2019
PROMINO 300 EC R-211/2019
TARTAROS 300 EC R-167/2022
WADERA 300 EC R-214/2019
Sulphur Not registered on cereals
Comments of zZRMS:

To be precise: on October 16™ 2024 there are 236 fungicides authorized in cereals containing prothioconazole as single active ingredient, and 523 fungicides (authorized in
cereals) including prothioconazole in manufacturer's mixtures with other actives, representing modes of action such as C2, C3, C4, E1, E2 and G2.

Therefore it seems that the potential value of FHOO04 lies mainly in its incorporating sulphur, the elemental active of multi-site MoA, working on contact as preventive
fungicide on pathogens such as powdery mildews and some rusts.
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The data presented in this dRR showed that this combination of active substances allowed increased
efficacy against the target diseases. Moreover, the association of these two active substances (single site
+ multisite) is interesting for the resistance management on many pathogens, with two different mode
of action without cross-resistance (see section 0). Overall, DMI-fungicide resistance management
recommendations include to use in tank mix with a fungicide of a different mode of action in accordance
with FRAC guidance. The simplified recommendations proposed for FHOO04 are presented in
Table 3.2-3. Further details are in the table “All intended uses” in Part B - Section 0.

Table 3.2-3: Simplified table of requested uses for FHO04
Uses Maximum Comments / Other relevant
Crop(s) Target(s) Member State requested details on GAPs
rate(s)
Leaf spot of wheat
Winter wheat (Zymoseptoria tritici)
SEPTTR
(TRZAW) B t of wheat 2 applicati
Spring wheat rown rust of whea applications
(TRZAS) (Puccinia recondita) PL 4.0 L/ha BBCH 27-69
Durum wheat PUCCRT 100 to 400 L/ha
(TRZDU) Yel I0\_/v rust q_f whe.at
(Puccinia striiformis)
PUCCSI
Winter rye Brown rust of rye 2 applications
SEoow) | (e et L souna | oiCHereo
(SECCS) PUCCRR 0 a
Brown rust of triticale
(Puccinia recondita)
- PUCCRE
(T_I_r_ll_tll_cglse) YeIIO\_N _rust c_)_f Whe_at 2 applications
Spelt (Puccinia striiformis) PL 4.0 L/ha BBCH 27-69
(TRZSP) PUCFST 100 to 400 L/ha
Leaf spot of triticale
(Zymoseptoria tritici)
SEPTTR

Description of the target diseases

The list of target diseases (EPPO code and scientific name) presented in this Section 6 is available in
Table 3.2-4.

Table 3.2-4: Glossary of diseases mentioned in the dossier
EPPO code | Scientific name Common name
Cereals’ diseases

PUCCRE Puccinia recondita Brown rust of cereals

PUCCRR Puccinia recondita f. sp. recondita Brown rust of rye

PUCCRT Puccinia recondita f. sp. triticina Brown rust of wheat
PUCCST Puccinia striiformis Yellow rust of cereals

PUCCSI Puccinia striiformis f. sp. tritici Yellow rust of wheat

SEPTTR Zymoseptoria tritici Leaf spot of wheat

PUCCRE (Puccinia recondita)

Brown rust is most common in temperate climates and is encouraged by warm temperatures (15-22 C)
combined with periods of extreme (100%) humidity. As with yellow rust, the disease can develop
rapidly with a latent period of just six days in ideal conditions. The need for warmer temperatures means
that the disease tends to occur in mid to late summer in most of Central Europe, so yield losses are
usually less than for yellow rust. Puccinia recondita can affect wheat (Puccinia recondita f. sp. triticina),
rye (Puccinia recondita f .sp. recondita) and triticale (hybrid of wheat and rye). These subspecies are
very close and, thus can be extrapolated between each other.
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PUCCST (Puccinia striiformis)

Yellow rust is an important pathogen of wheat, particularly in cool, maritime regions where favourable
conditions are prevalent (10-15°C and high humidity). The disease is characterised by its explosive
development (latent period of seven days in optimal conditions), often starting from foci of infection
and then dispersing throughout the crop. Epidemics are associated with the growing of susceptible
varieties coinciding with favourable weather conditions. Yield losses can exceed 40%.
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SEPTTR (Zymoseptoria tritici)

Leaf spot is a major pathogen of wheat crops throughout the world but is most prevalent in regions with
wet summers such as Northern Europe. Initial infection is via wind-dispersed ascospores, though rainfall
plays a critical role in subsequent development of the disease by facilitating transmission within the crop
as splash-dispersed pycnospores. The disease is characterised by a protracted latent period (21-28 days
under ideal conditions). Severe infections can cause a significant reduction in yield, typically of 50%.

Description of crops
Table 3.2-5 presents the details of the surface area used for each crop in the concerned Member States.

Table 3.2-5: Surface area used for each crop for Poland in 2023(1).
Crop Surface area (1000 ha) Production (1000 t)
Winter wheat* (TRZAW) 2285.98 12284.57
Spring wheat* (TRZAS) 163.35 647.82
Durum wheat (TRZDU) 0.00 0.00
Triticale (TTLSS) 1201.18 5282.39
Rye (SECSS) 727.99 2533.22

* Spelt is a very minor crop, and so is grouped with winter and spring wheat

Table 3.2-6 presents the status of each crop and each use in the concerned Member States.

Table 3.2-6: Major / minor status of intended uses for Poland
- . Crop status Pests or group of pests Pest status
Crop and/or situation Major Minor controlled Major Minor
- Zymoseptoria tritici (SEPTTR) X -
\g/"r]itﬁr Vv\(/r;]i?t((ﬁgzzﬁ\g;) X - Puccinia recondita (PUCCRT) X -
pring Puccinia striiformis (PUCCSI) X -
Zymoseptoria tritici (SEPTTR) -
Duru;ng/vlth(e_le_lL(Z'I'SF%DU) - X Puccinia recondita (PUCCRT) -
P Puccinia striiformis (PUCCSI) .
. i Zymoseptoria tritici (SEPTTR) )
Triticale (TTLSS) X Puccinia recondita (PUCCRE) X
Winter rye (SECCW) X - Puccinia recondita (PUCCRR) X -
Spring rye (SECCS) - X Puccinia recondita (PUCCRR) - ]
*Comments of zZRMS:
Neither SEPTTR, nor PUCCRT, PUCCSI and PUCCRR are considered minor pests per se. It is the fact that
they infect crops considered as minor which makes uses against them minor uses.

The major/minor crop status of the different cereal crops and uses in Poland is based upon the
information summarised in the EUMUDA database2.
According to the EPPO guideline PP1/257, about fungicides, an extrapolation can be considered as valid

if:

e The crop, botanical family, cropping system, growth pattern can be considered as comparable.
All cereals (winter and spring wheat, durum wheat, spelt, triticale and winter and spring rye)
can be considered as comparable crops.

! Source: http://ec.europa.eu/eurostat/data/database
2 Source: https://www.eumuda.eu/#PL



http://ec.europa.eu/eurostat/data/database
https://www.eumuda.eu/#PL

FHOO4/Patton Supra Page 20 /152
Part B — Section 3 — Core Assessment Version: February 2025
zZRMS version

e The taxonomic relationship, biology, life cycle, behaviour, plant parts attacked, damage caused
by diseases can be considered as comparable. Leaf spot, Zymoseptoria tritici (SEPTTR), brown
rust, Puccinia recondita (PUCCRE) or yellow rust, Puccinia striiformis (PUCCSI) can be
considered as comparable whatever the cereal crops.

e The growing conditions (field or protected) and cultivation techniques, growing systems, soil
type can be considered as comparable. All cereals (winter and spring wheat, durum wheat, spelt,
triticale and winter and spring rye) can be considered as agronomic comparable.

All data against Zymoseptoria tritici (SEPTTR) in winter and spring wheat, durum wheat, spelt, and
triticale can be considered as comparable and merged in efficacy section.

All data against Puccinia recondita (PUCCRE) in winter and spring wheat, durum wheat, spelt, rye and
triticale can be considered as comparable and merged in efficacy section.

These extrapolations are confirmed by Dutch authorities document® Polish national extrapolation
guidance® also confirms that data generated on winter wheat and/or triticale can be extrapolated to spring
wheat, durum wheat, spelt and rye.

Extrapolation between different cereal crop species, and winter and spring variants for the same or
comparable disease species is also supported by the proposed new EPPO guideline for major use to
major use extrapolations, which is expected to be published later this year (draft version is document
number 23-28136). Nevertheless, the Applicant is planning to perform additional trials on spring cereals
in 2025 to further demonstrate the comparable efficacy of FHO04 between winter and spring cereals; in
the current absence of this data, the Applicant requests that it is set as a post-registration data
requirement*.

Comments of zZRMS:

*Data extrapolation does not justify data merging between crop species. Moreover, extrapolation has been ad-
mitted as procedure for targets on crops, and not — for crops and between the crops alone. Consequently, some
data on efficacy against particular targets are necessary, from the species to which one extrapolates, and these
must be summarized separately, in order to validate and justify extrapolation.

That is why the zRMS had requested the applicant to present data separately for each one of the cereal species
for which the GAP claim has been made. The applicant has presented data separately as requested, in the updated
(present) version of the document.

Compliance with the Uniform Principles

The overall assessment was performed according to the uniform principles. This dossier supplied is in
accordance with the requirements of the Annex to Commission Regulation (EU) No 545/2011, at the
latest at the time of finalization of the evaluation for the purpose of decision-making, without prejudice,
where relevant, to the provisions of Articles 33, 34 and 59 of Regulation (EC) No 1107/209. The data
submitted are acceptable in terms of quantity, quality, consistency and reliability and sufficient to permit
a proper evaluation of the dossier. All field trials presented in this dossier to demonstrate the interest of
the association, the minimum effective dose, the efficacy at the proposed label rate, trials to evaluate
crop selectivity and the impact on yield and yield quality were carried out by GEP certified testing
organisations according to the relevant EPPO guidelines.
The trials were carried out under a range of agricultural and environmental conditions across the EU, in
areas or regions where the cereal crop species and varieties are commercially grown and where the
diseases under investigation are abundant. The primary guidelines used were the following:

- PP1/26 Foliar and ear diseases on cereals

- PP 1/225 Minimum effective dose

- PP 1/135 Phytotoxicity

- PP 1/152 trial design

3 Appendices Dutch extrapolation document in English EM v2.1
4 Skuteczno$¢ dziatania srodkéw ochrony roslin - Tabela ekstrapolaciji dla sekcji skutecznoéé PL (aktualizacja 15.09.2023
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- PP 1/181 Conduct efficacy trial

- PP 1/278 Principles of Zonal Data Production and Evaluation
- PP 1/226 Number of Efficacy trials

- PP 1/241 Guidance on Comparable Climates

- PP 1/214 Principles of Acceptable Efficacy

- PP 1/213 Resistance Risk Analysis

- PP 1/207 Effects of Succeeding Crops

Information on trials submitted (3.1 Efficacy data)

Data to confirm efficacy claims for applications of FHO04 were taken from a set of 83 efficacy trials
carried out from 2019 to 2023 in Poland (28 trials), Latvia (9 trials), and Lithuania (16 trials) for the
Northeast EPPO climatic zone and in Germany (29 trials), and Czech Republic (1 trial) for the border
countries of Poland. The trials were undertaken by contractors’ test facilities, all of which follow the
EPPO guidelines and have Official Recognition status for undertaking efficacy trials in accordance with
the principles of Good Experimental Practice (GEP). Table 3.2-7 presents a summary of all efficacy
trials provided in the dRR.

Table 3.2-7: Efficacy trials - Repartition of trials (valid trials number per use)
Cro EPPO Countr Year Total
P Climatic zone y 2019 2020 2021 2022 2023
Poland - 1(1) 6 (6) 5 (5) 6 (6) 18 (18)
. Northeast Latvia - 2(1) - 4 (3) 3(2) 9 (6)
W'T”thzrxv\;‘\fa‘ Lithuania - 2) | 52 | 400 [50) 16(4 )
Maritime Germany 2(1) 2(2) 3(2 5(5) 313 15 (13)
Czech Republic - - - - 1(1) 1)
Total 20) | 76) |1400)|18013) | B ()12 59 (42 )
Winter durum wheat .
TRZDW Maritime Germany - - - 1(0) 1(1) 2(1)
Total - - - 1(0) 1(1) 2(1)
Winter triticale Northeast Poland - - 3(3) - 1@ 4 (4)
TTLWI —
Maritime Germany - - 3(2 2 (0) 1(0) 6 (2
Total - - lee | 20 | 2D 10(6)
Winter rye Maritime Germany - - 1(1) 4 (2) 1(1) 6 (4)
SECCW Northeast Poland - - 2(2) 4(4) - 6 (6)
Total - - 3(3 8 (6) 1(1) 12 (10)
22 (15) 83 (59)
Number of trials provided in this dRR 2(1) 7 (6) 23 (18) 29 (19)

An overview of available trials is provided in Table 3.2-8.
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Table 3.2-8: Efficacy trials - Winter cereals - Presentation of trials
Target(s) E.PPO. Number . GEP, non-
Crop(s)® climatic Country Year X Type of trial® GEP,
assessed ) of trials )
zone official
Poland 2020-2023 8 MED+E+S GEP
2021-2023 10 P+MED+E+S GEP
2020-2023 2 MED +E +S GEP
Northeast Latvia 2022-2023 4 P+MED+E+S GEP
2020-2023 3 S GEP
Winter soft _ _ _ _ 2020-2023 2 MED+E+S GEP
wheat Foliar diseases Lithuania 2021 2 P+MED+E+S GEP
2021-2023| 12 S GEP
Czech Republic 2023 1 MED + E + S GEP
2021-2023 8 P+MED+E+S GEP
Maritime Germany 2019 1 P+E+S GEP
2020-2022 4 MED+E+S GEP
2019-2021 2 S GEP
Winter Foliar diseases| Maritime Germany 2023 1 P+MED+E*+S GEP
durum wheat 2022 1 S GEP
2021 1 P+MED+E+S GEP
Winter o Northeast Poland 2021-2023] 3 MED +E + S GEP
triticale Foliar diseases N 2021 1 P+MED+E+S GEP
Maritime Germany 2021 1 MED + E + S GEP
2021-2023 4 S GEP
Northeast Poland 2021-2022 6 MED+E+S GEP
Winter rye |Foliar diseases Maritime Germany 2021-2023 4 MED +E +S GEP
2022 2 S GEP

@ According to the GAP table.

@ According to EPPO guideline PP 1/241(1) "Guidance on comparable climates”.
@) P = preliminary trial, MED = minimum effective dose, E = efficacy trial, S = Phytotoxicity assessment, Y: Harvested trial,
Q: Quality parameters measures (moist content, specific weight and/or Thousand grain weight).
) GEP: Good Experimental Practices. Official: carried out by a national official organisation.

To cover the largest spectrum of climatic and soil conditions and crop varieties, the efficacy trials were
located in the Northeast EPPO climatic zone and border  countries of Poland on the main area of the
crops’ production in Poland, Latvia, Lithuania, Czech Republic, and Germany. This repartition in
Europe of efficacy trials is presented Figure 3.2-1.
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Figure 3.2-1  Efficacy trials - Winter cereals - Location of the trial sites
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Table 3.2-9 presents the plant protection products used as reference standard and the dose rates applied
in the efficacy trials.

In some efficacy trials, the efficacy of FHO04 was compared to the efficacy of reference standards
containing only prothioconazole at 195-200 g a.s./ha, to understand the benefit of combining
prothioconazole 200 g a.s./ha with sulphur 2475 g a.s./ha in the co-formulated product, FHOO04

The various products used in trials containing these two rates of prothioconazole are grouped under a
single tradename: Proline.

In 5 efficacy trials, the efficacy of FHO04 was also compared to the efficacy of the reference standard
containing only sulphur at 2475 g a.s./ha, to understand the benefit of combining prothioconazole
200 g a.s./ha with sulphur 2475 g a.s./ha in the co-formulated product, FHOO4.
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Table 3.2-9: Efficacy trials - Presentation of reference standards
Country(ies) Active Formulation Registered Diﬁster ir;:ze Rate of active
Crop(s) @ | Target(s) ® Reference standard where the Authorization number substance(s) Type |Concentration| application (per substance per | Remark @
product is used @ @ of as. rate ® P ha
treatment)
Microthiol Special Liguide France 7700216 7.28 L/ha Named
Microthiol Germany 247152* Sulphur SC 825 g/L - 3.0 L/ha | 2475gas./ha Microthiol
Thiopron United Kingdom 20671 9.7 L/ha in this dRR
Proline Poland R - 6/2023b 23.02.2023
Proline Latvia * Named
Proline Lithuania * Prothioconazole | EC 250 g/L 0.8 L/ha 0.8 L/ha 200 g a.s./ha Pr?)rlr;ﬁe
Proline 250 EC Czech Republic 4523-1 in this dRR
Proline Germany 025287-00
Protendo 300 EC Poland R- 224/2019 -10.12.2019 | Prothioconazole | EC 300 g/L 0.65L/Ma | 0.65L/Mha | 195ga.s./ha
; . Tebuconazole 125 g/L 125 ga.s./ha
Cereal Alld -
ereals Iseases Prosaro Latvia 0276 Prothioconazole | SC 125 g/L Lotha | 10tMa | 155 gasiha
. R-12/2013 Cyproconazole + 80 g/L )
Blizzard Xtra Poland 21.01.2013 Azoxystrobin SC 200 g/L 114 L/ha | 1.14 L/ha [200+80 g a.s./ha
Named
Makler 250 SE Poland R -207/2017 02.11.2017 Azoxystrobin SE 250 g/L 1.0 L/ha 1.0L/ha | 250ga.s./ha Amistar
Amistar Germany 008235-00 025315- in this dRR
. . Epoxiconazole 62.5g/L 62.5+62.5
Adexar Lithuania AS2-28F(2019) Fluxapyroxad SE 625 glL 1.0 L/ha 1.0 L/ha gas/ha -
. Epoxiconazole 62.5g/L 62.5+85.0 )
OperaN Latvia 0281 Pyraclostrobin SE 85 g/L 1.0 L/ha ga.s./ha




FHOO4/Patton Supra Page 26 /152
Part B — Section 3 — Core Assessment Version: February 2025
zZRMS version

Justification for the use of data from other countries/zones

Data from Latvia and Lithuania (representation from Northern registration zone) in cereal crops have
been used in this dRR for FHO04.

This use has been considered possible by the division of biological data into three regions i.e. North,
Central and South Europe based on data comparability between Member states as it is indicated in the
Annex Il of Directive 93/71/EEC. The following justifications are presented:

Disease presented are common throughout Europe. Although trials were performed in different
countries, sites were selected with known pest populations in order to exert maximum control pressure
and to exacerbate treatment differences. No difference in disease susceptibility is apparent from the
control levels achieved between the efficacy data presented for each country within the zonal regions
presented.

Similar trial methodology was used in all countries. trials were undertaken by official or officially
recognized testing facilities in accordance with the relevant EPPO guidelines. Furthermore, identical
methods of assessment for efficacy (disease severity, disease incidence) and crop tolerance (visual
injury) were employed.

Trials were performed in the major growing areas in each respective country. These areas have been
found to be particularly suitable for cereals production due to their innate similarity in terms of soil type
and climate.

Data presented in this dRR shows that soil type has no effect on the level of diseases control achieved

with FHOO04 trials were carried out on different soil types and consistency of control was unaffected.

Data for FHOO04 is summarised by EPPO PP 1/241(1) defined zones. The zones have been defined on

the basis of comparable climates in the form of a ‘Climatic Justification’ paper as approved by EPPO
and found within the standard PP 1/241(1), thus the issue of climatic differences need not be addressed
within this dossier.

EPPO PP 1/24(1) zones:

- Mediterranean EPPO climatic zone includes the countries or parts of countries around the
Mediterranean Sea, together with Jordan, Macedonia and Portugal.

- Maritime EPPO climatic zone is the zone north of the line from the coastal zone of south-west
France, through Lyon (France), to the south border of Switzerland and Austria, west of the border
between Austria and Hungary, west of the border between Czech Republic and Slovakia, west of
the river Oder (between Poland and Germany). This zone also includes Ireland, Sweden and the
United Kingdom.

- Northeast EPPO climatic zone is the zone in North-eastern part of Europe: the countries and the
regions east of the river Oder (between Poland and Germany), north of the border between Czech
Republic and Poland, west of the border between Poland and Ukraine, north of the border between
Ukraine and Belarus, Russia north of 50° latitude.

- Southeast EPPO climatic zone includes Bosnia-Herzegovina, Bulgaria, Croatia, Hungary,
Moldova, Romania, Russia south of 50° latitude, Slovakia, Slovenia, Serbia and Montenegro,
Turkey, Ukraine, except the Mediterranean coastal zones.

In this dRR additional data from 25 trials conducted in Latvia (9 trials) and Lithuania (16 trials),

countries of the Northeast EPPO climatic zone, are presented to support efficacy claims for

FHOO4 against diseases in cereal crops.

Additional data from 30 trials conducted in border countries of Poland (29 trials in Germany and 1 trial

in Czech Republic ), countries of Maritime EPPO climatic zone, are also presented to support

efficacy claims for FHOO04. Data from border countries to Poland is considered supportive, based upon
national Polish guidance®.

Due to comparable agronomic and climatic conditions within the EPPO climatic zone, the presented

data is considered to be fully supportive of the label claim of FHOO04 in Poland for the Central

registration zone.

5 Skutecznoséé dziatania srodkéw ochrony roslin (aktualizacja 15.09.2023
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3.2.1  Preliminary tests (KCP 6.2)

Leaf spot (Zymoseptoria tritici - SEPTTR) is the major problematic disease in cereals. Therefore, the
objective of this preliminary part is to justify the interest to associate sulphur with prothioconazole to
control leaf spot (Zymoseptoria tritici - SEPTTR).

3.211 Material and Methods

In 5 trials carried out in Maritime EPPO climatic zone and provided as supportive data, FHOO04 applied
at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was compared to Prothioconazole
based products applied straight at 200 g a.s./ha, Sulphur based products applied straight at 2475 g a.s./ha
and the extemporaneous tank-mix prothioconazole + sulphur.

In these 5 trials, different ratios of prothioconazole and sulphur was also tested to determine the best
ratio between both active substances.

In 28 trials, FHOO04 applied at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was
compared only to Prothioconazole based products applied straight at 200 g a.s./ha. According to the
trial, Prothioconazole based product used in the trials was an internal preparation (code name FGRO06,
Prothioconazole, 250 g/L) applied at 0.8 L/ha or Proline also applied at 0.8 L/ha.

Material and Methods used in these efficacy trials are given within Section 3.2.3.1.

Only the trials and assessments with a sufficient infestation level in the untreated plot (thresholds of 5%
coverage of foliar or ears area by the disease) and where the level of efficacy of the reference standards
were as expected are considered in this synthesis. In practice, assessments from 4.5% were selected in
the available data package notably to be able to select same number of assessments per trial.

3.2.1.2 Results on the benefit of the association: comparison with prothioconazole-
based products and sulphur-based products applied straight

A total of 5 valid efficacy trials were carried out to show the interest of the association Prothioconazole
+ Sulphur formulated in FHO04 compared to prothioconazole based product and sulphur based products
applied straight. These trials were carried out in 2019 in the Maritime EPPO climatic zone (1 trial in
France, 1 trial in Germany and 3 trials in the United Kingdom) in winter soft wheat crop.

Table 3.2-10 summarises all observations for each disease (efficacy) and, so, synthetises the benefit of
the association of sulphur and prothioconazole contained in FHOO4 in cereal crops.
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Table 3.2-10:  Justification of the formulation FHOO04 - Wheat - SEPTTR - Disease severity on leaves (Leaf 1, Leaf 2, Leaf 3) - Last valid assessment after application
AorB
Percentage of efficacy (%)
1 *
FHOO04 Proline* Microthiol + II\D/Iri((J:IrIthioI No. of assesiTgnShv;;} ere FHO04
climilziz(zone Parts Tr?é?sf Untreated 40L/ha 0.8 L/ha 30L/ha 0.8 L/ha +3.0 L/ha is significantly® >;=;< to
Prothioconazole + Sulphur Prothioconazole Sulphur Prothioconazole + Sulphur
200+2500 g a.s./ha 200 g a.s./ha 2475 g a.s./ha 200+2475 g a.s./ha Proline* Microthiol Proline* +
Mean| Min | Max [Mean| Min | Max | S.D. [Mean| Min | Max | S.D. [Mean| Min | Max | $.D. [Mean| Min | Max | S.D. Microthiol
Leaf 1 2 164 71 | 258 62.1 46.0  75.0 : 145 43.9 33.6 543 2.8 395 321 6.9 4.2 732 | 65.9 80.6  11.7 | 0>;2=;0< | 0>;2=;0< | 0>;2=;0<
Maritime Leaf 2 5 243 : 60 1808|574 : 15 :100.0: 344|551 :179 :100.0: 325|416 3.2 1923 :35.0 (637 :143 :96.7 : 285 | 1>;4=;0< | 1>;4=:0< | 0>;5=;0<
Leaf 3 5 322 80 671 62.2 25.8 1100.0: 23.9 578 29.6 :1100.0: 24.9 M5 112 84.7 : 275 56.2 249 1944 :237 | 0>;5=;0< | 1>;4=;0< | 0>;5=;0<
(@ Comparison based on statistics carried out in each trial report.

* In British trials, Proline 275 at 0.72 L/ha (200 g a.s./ha) was applied.
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At the last valid assessment after one or two applications, FHOO04 applied at 4.0 L/ha delivered 61% on
Leaf 1, 57% on Leaf 2 and 63% on Leaf 3 when prothioconazole based product applied straight at
200 g a.s./ha delivered 36% on Leaf 1, 55% on Leaf 2 and 57% on Leaf 3 and sulphur based product
applied straight at 2475 g a.s./ha delivered 36% on Leaf 1, 42% on Leaf 2 and 40% on Leaf 3.

FHOO4 at 4.0 L/ha was significantly superior to prothioconazole based product applied straight at
200 g a.s./hain 1 out of 5 trials on Leaf 2. FHOO04 at 4.0 L/ha was significantly superior to sulphur based
product applied straight at 200 g a.s./ha in 1 out of 5 trials on Leaf 2 and Leaf 3.

No significant difference was noted between FHOO4 applied at 4.0 L/ha and the tank-mix
prothioconazole+sulphur bringing the same rate of each active substance per hectare.

The interest to add sulphur with prothioconazole can be illustrated by box plot graphics (Figure 3.2-2).
Overall, box plot graphics clearly show a better control and homogeneity for FHOO4 than
prothioconazole or sulphur applied straight. Indeed, according to the box plots graphics, the efficacy
level and the dispersion between efficacies is less important for FHOO04 than prothioconazole or sulphur
applied straight.

In addition, no difference was noted between FHOO4 at 4.0 L/ha and the tank-mix prothioconazole +
sulphur at the same rate per hectare. However, as FHOO04 is a co-formulated product, it is considered
easier to use and manage logistically than a tank-mixture of two products.

Figure 3.2-2 Benefit of the association of sulphur and prothioconazole - Wheat - SEPTTR Last valid
assessment after the 2" application - Box plots graphics (5 trials - 12 assessments)
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To conclude, the benefit of the formulated product FHOO04 over sulphur or prothioconazole
applied straight against leaf spot (SEPTTR) can be considered as justified.

Comments of zZRMS:

In spite of some differences found between the mean efficacy values assumed by the applicant in Table 3.2-10
and the means calculated by zRMS based on the original trial reports, the message in principle remains the same:
co-formulation of the two actives results in enhanced the efficacy against SEPTTR, compared to prothioconazole
and sulphur when applied separately at similar dose rates.

ZRMS Abstract

3.2.1.3 Results on the benefit of the association prothioconazole and sulphur:
comparison with prothioconazole based product applied straight

A total of 28 valid efficacy trials were carried out to show the interest of the association Prothioconazole
+ Sulphur formulated in FHOO04 compared to prothioconazole based product applied straight against
SEPTTR in winter soft wheat (25 trials), winter durum wheat (1 trial) or winter triticale (2 trials). These
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trials were carried out from 2019 to 2023 in the Northeast EPPO climatic zone (11 trials in Poland, 4
trials in Latvia and 2 trials in Lithuania) and Poland border countries (11 trials in Germany).

In accordance with EPPO guideline PP1/257, all data against Zymoseptoria tritici (SEPTTR) in winter
and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and merged in this
section. However, an analysis by crop is also provided hereafter.

Table 3.2-11 summarises all observations.



FHOO04/Patton Supra

Part B — Section 3 — Core Assessment

ZRMS version

Page 31 /152
Version: February 2025

Table 3.2-11:  Benefit of the association of sulphur and prothioconazole - Winter cereals - SEPTTR
Percentage of efficacy (%) No. of assessments where
Untreated FHOO04 (4.0 L/ha) Prothioconazole based product FHOO04 (4.0 L/hfi)
EPPO No. of Prothioconazole + Sulphur Prothioconazole is significantly®
Parameters | Assessment date climatic zone Parts trials 200+2500 g a.s./ha 200 g a.s./ha >=<to
Prothioconazole
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. based product
(200 g a.s./ha)
Leaf 1 3 51 51 @53 915 87.2 94.6 3.1 89.8 87.2 91.2 1.9 0>;3=;0<
Northeast Leaf 2 8 69 : 50 : 9.7 88.8 68.5 97.9 8.4 90.6 85.8 98.8 3.8 0>;7=;1<
Leaf3 | 14 | 84 | 53 176 | 827 46.5 95.9 13.9 80.8 40.8 96.6 16.8 1>;12=;1<
Border countries| Leaf 1 1 159 - - 100.0 - - - 100.0 - - - 0>;1=;0<
of Poland Leaf 2 4 |94 67 148 | 847 62.8 100.0 13.8 70.5 28.7 100.0 26.7 0>;4=;0<
13-40 DAB (Germany) Leaf3 | 5 [238 50 :67.1| 724 41.9 100.0 243 64.4 25.0 100.0 30.2 0>;5=;0<
All EPPO Leaf 1 4 53 51 :59 93.6 87.2 100.0 4.6 92.4 87.2 100.0 4.7 0>;4=;0<
Disease climatic zones Leaf 2 12 77 50 :148 87.5 62.8 100.0 10.7 83.9 28.7 100.0 18.4 0>;11=; 1<
severity on Leaf3 | 19 [124 : 50 :67.1| 80.0 41.9 100.0 17.8 76.5 25.0 100.0 223 1>;17=; 1<
winter wheat Leaf 1 8 121 : 45 378 77.1 47.8 94.6 155 77.6 45.9 91.2 144 0>;7=; 1<
Northeast Leaf 2 13 | 82 : 50 :193 86.4 57.4 97.9 10.8 86.7 71.1 98.8 8.3 0>;12=;1<
. Leaf 3 14 | 84 53 1176 82.7 46.5 95.9 13.9 80.8 40.8 96.6 16.8 1>;12=;1<
Last V?t"d tfs‘;snsdme”t Border countries| Leaf1 | 2 |127 59 195| 969 938 1000 | 3.1 924 849 = 1000 76 1>;1=,0<
oplication ofPoland | Leaf2 | 8 [129 67 209 840 473 1000 180 | 735 198 1000 | 30.1 0518 0<
(13-49 DAB) (Germany) Leaf 3 6 |378 80 671| 718 41.9 100.0 21.6 68.2 25.0 100.0 25.7 0>;6=;0<
All EPPO Leaf1 | 10 [122: 45 378 | 810 47.8 100.0 16.0 80.5 45.9 100.0 14.6 1>:8=; 1<
climatic zones Leaf 2 21 |10.0 . 5.0 :209 85.5 47.3 100.0 14.1 81.6 19.8 100.0 20.7 0>, 20=; 1<
Leaf3 | 20 [17.2 53 (671 | 794 41.9 100.0 17.3 77.0 25.0 100.0 20.7 1>;18=;1<
13-40 DAB Northeast Leaf 3 1 73 - - 89.1 - - R 88.1 _ B B 0>:1=:0<
Sesésr??;gn Last valid assessment Northeast _ Leaf 3 1 7.3 - - 89.1 R R R 88.1 N N N 0> 1= 0<
\winter triticale au‘ter_the_znd Border countries| | eaf 2 1 119 - - 100.0 - - - 100.0 - - - 0>:1=:0<
application of Poland
(23 DAB (NE zone), (Germany) Leaf 3 1 16.0 - - 96.2 - - - 99.5 - - - 0>;1=;0<
36 DAB (Maritime All EPPO Leaf 2 1 (119 - - 100.0 - - - 100.0 - - - 0>;1=;0<
zone) ) climatic zones | Leaf 3 2 11773 16.0| 927 89.1 96.2 3.6 93.8 88.1 99.5 5.7 0>;2=;0<
.| Leafl 1 184 - - 333 - - - 54.4 - - - 0>;0=; 1<
Border countries ¢ 511 121 =T aL6 - - - 9.9 : - : 05715 0<
. 13-40 DAB of Poland
Disease (Germany) Leaf 3 1 |185: - - 14.8 - - - 7.6 - - - 0>:1=;0<
V;i‘;g:'gjﬁjnm Last valid assessment _ Leaf 1 1 (177 - - 24.8 - - - 39.6 - - - 0>,;0=; 1<
after the 2n Border countries| Leaf 2 1 (217 - - 19.8 - - - 27.3 - - - 0>:1=;0<
wheat o
application of Poland
(45 DAB, Maritime (Germany) Leaf 3 1 |334: - - 12.7 - - - 6.6 - - - 0>;1=;0<
Zone)
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Percentage of efficacy (%)

FHOO04 (4.0 L/ha)

Prothioconazole based product

No. of assessments where
FHOO04 (4.0 L/ha)

EPPO No. of Untreated Prothioconazole + Sulphur Prothioconazole is significantly®
Parameters Assessment date climatic zone Parts trials 200+2500 g a.s./ha 200 g a.s./ha >=<10
Prothioconazole
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. based product
(200 g a.s./ha)
leafl | 3 | 51 51 53 | 915 87.2 946 31 89.8 87.2 91.2 1.9 0>:3=;0<
Northeast | Leaf2 | 8 |69 50 9.7 | 888 68.5 97.9 8.4 90.6 85.8 98.8 338 0> 7="1<
Leaf3 |14 |84 53 176 827 46,5 95.9 139 80.8 40.8 96.6 16.8 1371227 1<
2-3 weeks after the 15 rio oo niries| Leaf L | 2 | 72 59 | 84 | 66.6 333 | 1000 334 772 544 | 1000 @ 228 0>:1=; 1<
Sei‘i’;d 4""OPFI’D'X§)'°” ofPoland | Leaf2 | 5 |99 67 148 | 721 216 1000 281 | 624 287 1000 | 289 0> 5= 0<
(Germany) | iLeaf3 |6 |229 50 671 628 1481000 30,9 54.9 76 1000347 05 6=;0<
Aleppo  |Leafl [ 5 [60 51 84 | 815 333 1000 245 84.8 544 1000 158 0> 4= 1<
Disease climatic zones |.Leaf2 | 13 |'81 50 148 | 824 2161000 203 79.7 287 1000 228 0> 12= 1<
severity on Leaf3 |20 127 50 671 767 1481000224 73.0 76 1000264 157182 1<
winter careals Leafl | 8 |121 45 378 771 4738 94.6 155 776 459 91.2 144 0>;7=,1<
Northeast | Leaf2 | 13 |82 50 193] 864 57.4 97.9 10.8 86.7 711 98.8 8.3 0> 12= 1<
, Leaf3 |14 |84 53 176 827 465 95.9 139 80.8 40.8 96.6 16.8 137122 1<
Last "?t"d JsesSmen! \Border countries| Leaf L | 3 | 144 59 195| 729 248 1000 | 341 | 748 396 1000 | 257 1=, 1<
ngzica‘iion ofPoland | Leaf2 | 10 [137 67 217 | 792 1981000 26,0 715 1981000 317 0> 10=: 0<
(13.49 DAB) (Germany) | ileaf3 |8 |346 80 671 675 1277771000290 64.5 6.6 1000328 0>:8=;0<
AlEPPO | Leafl [ 11 [127 25 73781 759 248 1000 223 76.8 396 1000 182 1>:8=;2<
climatic sones | Leaf2 | 23 [106 50 217 | 833 198 1000 193 80.1 1981000 231 0> 22= 1<
Leaf3 |22 179 53 671 771 1277771000220 74.9 6.6 1000251 15720= 1<

(@ Comparison based on statistics carried out in each trial report.
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The results are summarized by EPPO climatic zone in the summary table. Only results for all valid
efficacy trials (all EPPO climatic zones presented Table 3.2-11) are discussed hereafter to justify the
benefit of the association sulphur with prothioconazole formulated in FHO04

On winter wheat, 2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a good level of
efficacy similar to prothioconazole based product applied straight at 200 g a.s./ha on Leafl
(94% vs. 92% in 4 trials), but slightly better on Leaf 2 (88% vs. 84% in 12 trials) and Leaf 3
(80% vs. 77% in 19 trials). FHOO04 at 4.0 L/ha was significantly superior to prothioconazole based
product applied straight at 200 g a.s./ha in 1 out of 19 trials on Leaf 3.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy similar to prothioconazole based product applied straight at 200 g a.s./ha on Leafl
(81%vs. 81% in 10 trials), but slightly better on Leaf 2 (86% vs. 82% in 21 trials) and Leaf 3
(79% vs. 77% in 20 trials). FHOO04 at 4.0 L/ha was significantly superior to prothioconazole based
product applied straight at 200 g a.s./hain 1 out of 10 trials on Leaf 1, and in 1 out of 20 trials on Leaf 3.
On other cereal crops (1 trial on triticale and 1 trial on durum wheat), the difference between FHOO04 at
4.0 L/ha and prothioconazole based product applied straight at 200 g a.s./ha is less marked due to a high
level of efficacy in trial carried out in winter triticale or no efficacy in trial carried out in durum wheat.
Finally, on winter cereals, 2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a medium
level of efficacy similar to prothioconazole based product applied straight at 200 g a.s./ha on Leaf 1
(82% vs. 85% in 5 trials), and Leaf 2 (82% vs. 80% in 13 trials) but slightly better on Leaf 3
(77% vs. 73% in 20 trials). FHOO04 at 4.0 L/ha was significantly superior to prothioconazole based
product applied straight at 200 g a.s./ha in 1 out of 22 trials on Leaf 3.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a medium level
of efficacy similar to prothioconazole based product applied straight at 200 g a.s./ha on Leaf 1
(76% vs. 77% in 11 trials), but slightly better on Leaf2 (83% vs. 80% in 23 trials) and Leaf 3
(77% vs. 75% in 22 trials). FHOO04 at 4.0 L/ha was significantly superior to prothioconazole based
product applied straight at 200 g a.s./hain 1 out of 11 trials on Leaf 1, and in 1 out of 22 trials on Leaf 3.
The interest of the association of sulphur with prothioconazole can be illustrated by box plot graphics
(Figure 3.2-3). Overall, box plot graphics show a better control and homogeneity for FHOO4 than
Prothioconazole based products. Indeed, the efficacy level and the dispersion between efficacies is less
important for FHO04 than Prothioconazole based products.

Figure 3.2-3 Benefit of the association of sulphur and prothioconazole - Winter cereals - SEPTTR - Last
valid assessment after the 2" application - Box plots graphics (28 trials - 56 assessments)
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To conclude, the benefit of the formulated product FHOO4 over prothioconazole applied straight
against leaf spot of wheat (Zymoseptoria tritici - SEPTTR)) can be considered as demonstrated.
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Comments of zZRMS:

Comparison of the FHO04 to prothioconazole-based products mostly highlights the fact that the efficacy ad-
vantage of the test item in wheat against SEPTTR is pronounced the most in German trials, and only at the
second (last valid) assessment (96.9% vs 92.4%, test vs reference). Otherwise the differences between products
are negligible. The trial count for triticale and for the durum wheat is too low to allow for definitive conclusions.

3214 Results on the justification of the ratio of the active substances for the control
of cereals diseases

A total of 5 valid efficacy trials were carried out to justify the choice of ratio between active substance
containing in FHOO4. These trials were carried out in 2019 in the Maritime EPPO climatic zone (1 trial
in France, 1 trial in Germany and 3 trials in the United Kingdom) in winter soft wheat crop.

In these trials, several products were tested and presented Table 3.2-12.

Table 3.2-12:  Presentation of products used in trials - Efficacy trials - Cereals

Reference Active Formgls:ger;l tration ggf:fiﬁ:gg Rate of active substance
standard substance(s) Type of as. (per treatment) per ha
. . 0.4 L/ha 100 g a.s./ha
Proline Prothioconazole EC 250 g/L 0.8 L/ha 200 g as./ha
FCGO8 1.5 L/ha 1238 g a.s./ha
[Microthiol] Sulphur EC 825 g/L 3.0 L/ha 2475 ga.s./ha
6.0 L/ha 4950 g a.s./ha
Prothioconazole 50 g/L
FHOO04 Sulphur SC 625 gL 4.0 L/ha 200+2500 g a.s./ha
Prothioconazole 50 g/L
FHOO1 Sulphur SC 625 gL 4.0 L/ha 200+2500 g a.s./ha
Prothioconazole 50 g/L
FHO02 Sulphur SC 625 g/l 4.0 L/ha 200+2500 g a.s./ha
Prothioconazole 50 g/L
FHOO03 Sulphur SC 625 gL 4.0 L/ha 200+2500 g a.s./ha
Bravo Chlorothalonil SC 500 g/L 1.0 L/ha 500 g a.s./ha
Bixafen 65 g/L
Ascra Xpro Flupyram EC 65 g/L 1.5 L/ha 97.5+97.5+195.0 g a.s./ha
Prothioconazole 130 g/L

Table 3.2-13 (Justification of prothioconazole ratio against SEPTTR), Table 3.2-14 (Justification of
sulphur ratio against SEPTTR) summarise all observations for each disease (efficacy).
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Table 3.2-13:  Justification of the ratio of Prothioconazole - Wheat - SEPTTR - Disease severity on leaves (Leaf 1, Leaf 2, Leaf 3) -Last valid assessment after
application A or B
Percentage of efficacy (%) No. of assessments where
- - Prothioconazole+Sulphur
EPPO Parts No. of Untreated Prothioconazole + Sulphur Prothioconazole + Sulphur (200 + 2475 g a.s./ha)
climatic zone trials 200+2475 g a.s./ha 100+2475 g a.s./ha is sigr_]ificantlyu) >:=:< 1o
Prothioconazole+Sulphur
Mean: Min | Max Mean Min Max S.D. Mean Min Max S.D. (100 + 2475 g a.s./ha)
Leaf 1 2 16.4 : 7.1 : 258 68.9 57.2 80.6 11.7 37.5 30.7 44.3 6.8 0>;2=;0<
Maritime Leaf 2 5 243 | 6.0 :80.8 63.7 14.3 96.7 28.5 49.8 4.7 94.4 34.1 0>;5=;0<
Leaf 3 5 322 80 (671 55.1 24.9 94.4 23.7 46.8 23.1 91.7 24.4 0>;5=;0<

@ Comparison based on statistics carried out in each trial report.
* In British trials, Proline 275 at 0.72 L/ha (200 g a.s./ha) was applied.

Table 3.2-14:  Justification of the ratio of Sulphur - Wheat - SEPTTR - Disease severity on leaves (Leaf 1, Leaf 2, Leaf 3) -Last valid assessment after application A
orB
No. of assessments where
Percentage of efficacy (%) Prothioconazole+Sulphur
EPPO No. of Untreated : (2-00-+- 2475 as/ha)
lirmati Parts | oo _ _ _ is significantly® >;=;< to
climatic zone Prothioconazole + Sulphur Prothioconazole + Sulphur Prothioconazole + Sulphur Prothioconazole + | Prothioconazole +
200+2475 g a.s./ha 200+1238 g a.s./ha 200+4950 g a.s./ha Sulphur Sulphur
Mean: Min | Max | Mean | Min Max S.D. | Mean | Min Max S.D. | Mean | Min Max S.D. |(200 + 1238 g a.s./ha)|(200 + 4950 g a.s./ha)
Leaf 1 2 164 : 71 258 | 689 57.2 80.6 11.7 67.0 63.5 70.5 3.5 69.5 68.4 70.5 11 0>;2=;0< 0>;2=;0<
Maritime Leaf 2 5 243 : 6.0 808 | 63.7 14.3 96.7 28.5 60.6 3.7 94.6 31.8 62.5 0.9 100.0 34.7 1>;4=;0< 1>;4=;0<
Leaf 3 5 322 : 80 671 | 551 24.9 94.4 23.7 56.1 32.4 93.1 21.7 62.2 32.1 100.0 21.9 0>;5=;0< 1>, 4=;0<

@ Comparison based on statistics carried out in each trial report.
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At the last valid assessment after one or two applications, if the ratio of sulphur is fixed at 2475 g a.s./ha,
the tank mix with the same rate of prothioconazole (200 g a.s./ha) than FHOO04 applied at 4.0 L/ha
delivered 69% on Leaf 1, 64% on Leaf 2 and 55% on Leaf 3 when the tank mix with only 100 g a.s./ha
of prothioconazole delivered 38% on Leaf 1, 50% on Leaf 2 and 47% on Leaf 3. Therefore, 200 g a.s./ha
of prothioconazole is necessary to control leaf spot even if no significant difference was noted in these
5 trials.

If the ratio of prothioconazole is fixed at 200 g a.s./ha, the tank mix with the same rate of sulphur
(2475 g a.s./ha) than FHOO04 applied at 4.0 L/ha delivered 69% on Leaf 1, 64% on Leaf 2 and 55% on
Leaf 3 when the tank mix with only 1238 g a.s./ha of sulphur delivered 67% on Leaf 1, 61% on Leaf 2
and 56% on Leaf 3 and the tank mix with 4950 g a.s./ha of sulphur delivered 70% on Leaf 1, 63% on
Leaf 2 and 62% on Leaf 3. Therefore, there is no difference whatever the rate of sulphur applied even if
the tank-mix with 2475 g a.s./ha was slightly superior to the tank mix with only 1238 g a.s./ha of
sulphur, notably on Leaf 2 (significant in 1 out of 5 trials).

The justification of the ratio of each active substance (prothioconazole + sulphur) contained in FHO04
can be illustrated by box plot graphics (Figure 3.2-4). Overall, box plot graphics show a better control
and homogeneity for the tank-mix prothioconazole (200 g a.s./ha) + sulphur (2475 g a.s./ha) compared
to other tested tank-mix except prothioconazole (200 g a.s./ha) + sulphur (4950 g a.s./ha).

Figure 3.2-4 Justification of the ratio - Wheat - SEPTTR - Last valid assessment after the 2" application
- Box plots graphics (5 trials - 12 assessments)
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Sulphur Sulphur Sulphur Sulphur Sulphur
1238g as/ha 2475gas/ha 1238g as/ha 2475gas/ha 4850g as./ha

To conclude, the ratio prothioconazole/sulphur contained in the product FHOO04 can be
considered as justified.

Comments of zZRMS:

The tables 3.2-13 and 3.2-14 both clearly support the view that it is prothioconazole that is the efficacy driver
of the FHOO04, and not sulphur. Then, even though the Figure 3.2-4 may seem inappropriate in its showing of
the averaged data from the leaf strata L1-L3, it nevertheless shows more convincingly than the tables do, that
increasing the content of sulphur beyond the 625 g/L, in the FHO04, makes little sense from efficacy perspective.
Therefore the ratio prothioconazole/sulphur in the FHOO04: 50/625 g/L has been considered justified, and
properly demonstrated by the applicant.
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3.2.15 Summary and conclusion of the interest of the association

Leaf spot (Zymoseptoria tritici - SEPTTR) is the major problematic disease in cereals. Therefore, the
objective of this preliminary part is to justify the interest to associate sulphur with prothioconazole to
control leaf spot (Zymoseptoria tritici - SEPTTR).

In 5 trials carried out in Maritime EPPO climatic zone and provided as supportive data, FHO04 applied
at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was compared to Prothioconazole
based products applied straight at 200 g a.s./ha, Sulphur based products applied straight at 2475 g a.s./ha
and the extemporaneous tank-mix prothioconazole + sulphur.

In these 5 trials, different ratios of prothioconazole and sulphur was also tested to determine the best
ratio between both active substances.

In 28 trials, FHOO04 applied at 4.0 L/ha (200 g a.s./ha prothioconazole + 2500 g a.s./ha sulphur) was
compared only to Prothioconazole based products applied straight at 200 g a.s./ha. According to the
trial, Prothioconazole based product used in the trials was an internal preparation (code name FGRO0G,
Prothioconazole, 250 g/L) applied at 0.8 L/ha or Proline also applied at 0.8 L/ha.

Based on the benefits with respect to resistance prevention, the knowledge of each active
substances, and technical possibilities on formulation, the combination of the active substances
prothioconazole + sulphur in FHOO4 and their rate ratio can be considered as justified.

Comments of zZRMS on active co-formulation in FHOO04:

The advantage of co-formulation of the actives prothioconazole and sulphur as well as their intended ratio in the
FHOO04 have been considered justified and demonstrated effectively.

ZRMS Abstract
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3.2.2  Minimum effective dose tests (KCP 6.2)

The confirmation of required doses of FHOO04, presented in the GAP table in Table 3.2-3, was supported
by the data from 58 valid efficacy trials carried out from 2020 to 2023 in the Northeast EPPO climatic
zone (28 trials in Poland, 6 trials in Latvia and 4 trials in Lithuania) and Poland border countries (1 trial
in Czech Republic, and 19 trials in Germany) in winter wheat (41 trials), durum wheat (1 trial) or winter
triticale (6 trials) or winter rye (10 trials) against SEPTTR (33 trials) , PUCCRE (22 trials), PUCCST
(20 trials) and - PUCCSI (" 3 trials). Some trials contained more than one target disease, therefore the
total number of trials for all diseases exceeds 58 valid trials.

3.221 Material and methods

FHOO4 was tested at 2.0, 3.0 and 4.0 L/ha. These rates reflect 50%, 75% and 100% (4.0 L/ha, the
maximum recommended dose of FHOO04) in accordance with the EPPO guideline PP 1/225(1)
“Minimum effective rate”. Material and Methods used in these efficacy trials are given within Section
3.2.3.1.

Only the trials and assessments with a sufficient infestation level in the untreated plot (thresholds of 5%
coverage of foliar or ears area by the disease) and where the level of efficacy of the reference standards
were as expected are considered in this synthesis. In practice, assessments from 4.5% were selected in
the available data package notably to be able to select same number of assessments per trial.

3.2.2.2 Results of minimum effective dose tests to control leaf spot (Zymoseptoria tritici
- SEPTTR)

A total of 33 valid efficacy trials were carried out to justify the minimum effective dose of FHOO04.
against SEPTTR in winter wheat (30 trials), durum wheat (1 trial) or triticale (2 trials). These trials were
carried out from 2020 to 2023 in the Northeast EPPO climatic zone (12 trials in Poland, 5 trials in Latvia
and 4 trials in Lithuania) and Poland border countries (12 trials in Germany).

In accordance with EPPO guideline PP1/257, all data against Zymoseptoria tritici (SEPTTR) in winter
and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and merged in this
section. However, an analysis by crop is also provided hereafter.

Table 3.2-15 summarises all observations.
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Table 3.2-15:  Minimum effective dose of FHOO04 - Winter cereals — SEPTTR (single trial data in Table 6.2-2 — 6.2-3 BAD)
Percentage of efficacy (%) No. of assessments where
FHOO04 FHOO04 FHOO04 .FHOO4 (4.0 Liha)
Parameters Assessment date . EP.PO Parts NQ' of Untreated - 2.0 L/ha - 3.0 L/ha - 4.0 L/ha is significantl)./(l) >=;<to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur v
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHOO04

Mean: Min : Max |[Mean: Min { Max : S.D. [Mean: Min | Max : S.D. [Mean: Min ;| Max : S.D. 2.0 L/ha 3.0 L/ha
Leaf 1 1 153 - - | 862 - - -..|8.7 ¢ - - - | 812 - - - 0>;1=;0< | 0>;1=;0<
3 51 { 51 { 53 - - - - 87.0 857 :881: 10 | 915 :87.2 946 : 3.1 - 1>;2=;0<
Northeast Leaf 2 3 86 {68 : 97 {839 747 93979 |894 :839 961 51 [911:853 979 52 | 0>;3=;0< | 0>;3=;0<
9 6.7 : 50 { 9.7 - - - - 84.8 : 615 :96.1: 89 |89.2 : 685 :979 : 8.0 - 3>;6=;0<
Leaf 3 6 9.8 | 62 1176|544 26,6 759  16.0 | 68.6 : 46.8 : 77.7 : 10.9 | 74.7 : 465 90.7 158 | 3>;3=;0< | 0>;6=;0<
4 84 : 53 1176 - - - - 75.8 : 46.8 1 88.8 | 12.0 | 82.9 | 46,5 { 95.9 | 14.0 - 4>;10=; 0<
Leaf 1 1 5.9 - - | 600 - - - |1000: - - - [100.0: - - - 1>;0=;0< | 0>;1=;0<
Disease Border countries Leaf 2 2 80 69 91 [461 :229 :69.3 232|700 :39.9 :100.0: 30.0 | 81.4 : 62.8 :100.0: 186 | 1>;1=;0< | 0>;2=;0<
severity on | 13-27 days after the of Poland 3 76 1 67 91 - - - - 745 39.9 1100.0: 254 | 84.7 | 62.8 1100.0 : 15.9 - 0>;3=,0<
winter wheat | second application (Germany) Leaf 3 2 [194 144 245|604 : 435 :77.3 169 | 686 : 47.0 : 90.1 : 21.6 | 75.3 : 50.5 :1100.0: 247 | 1>;1=;0< | 0>;2=;0<
5 |125 50 :245| - - - - | 719 470 978 20.6 | 74.6 | 41.9 1100.0 24.4 - 0>;5=;0<
Leaf 1 2 56 (53 59 731 600 :862 131|928 857 :100.0: 7.2 | 93.6 : 87.2 :1100.0: 6.4 1>;1=;0< 0>;2=;0<
4 53 i 51 : 59 - - - - | 903 :857 1000 57 |93.6 i 87.2 1000 4.6 - 1>;3=;0<
All EPPO Leaf 2 5 84 : 68 : 97 | 688 229 939 244|816 399 :100.0: 21.6 | 87.3 : 62.8 :100.0: 13.3 | 1>;4=;0< 0>;5=;0<
climatic zones 12 | 70 : 50 @ 97 - - - - 82.2  39.9 :1100.0: 15.5 | 88.1 : 62.8 :100.0 : 10.7 - 3>;9=;0<
Leaf 3 8 122 : 6.2 1245|559 :266 773 : 164 | 686 : 468 90.1 144 | 748 : 46,5 :100.0: 185 | 4>;4=;0< 0>;8=;0<
19 94 | 5.0 {245 - - . - 748 1 468 1 97.8 : 149 | 80.7 | 41.9 :100.0: 17.7 - 4> 15=; 0<
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Percentage of efficacy (%)

No. of assessments where

FHOO04 FHOO04 FHOO04
Parameters Assessment date EPPO Parts No. of Untreated 2.0 L/ha 3.0 L/ha 4.0 L/ha is silg::;?g;n(tlllﬁl)l_:hj)< to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur v
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHO04
Mean: Min | Max [Mean: Min | Max | S.D. |[Mean: Min | Max | S.D. [Mean: Min : Max | S.D. 2.0 L/ha 3.0 L/ha
Leaf 1 4 19.0 : 50 378|504 :20.2 840 i 254 | 655 : 46.4 : 856 : 143 | 715 : 47.8 : 855 i 142 | 1>;3=;0< 1>;3=;0<
11 124 45 378 | - - - - 713 464 881 152 | 75.6 : 47.8 1 946 147 - 4>;7=;0<
Northeast Leaf 2 6 (101 50 193|793 :587 :939 118|824 :67.6 961 112 (861 : 761 : 979 92 | 1>;5=;0< | 0>;6=;0<
16 96 | 5.0 | 274 - - - - 80.1 1 47.6 :96.1 i 13.7 | 855 i 574 i 979 | 11.6 - 5>;11=;0<
Leaf 3 6 98 6.2 176 |54.4 i 26,6 : 75.9 : 16.0 | 68.6 : 46.8 : 77.7 : 109 | 747 : 465 : 90.7 : 158 | 3>;3=;0< | 0>;6=;0<
14 84 | 53 | 17.6 - - - - 75.7  46.8 0 88.8 : 11.9 | 82.9 | 46,5 { 959 | 14.0 - 4>;10=; 0<
Leaf 1 1 5.9 - - 60.0 - - - 100.0 - - - 100.0 - - - 1>;0=;0< 0>;1=;0<
Disease Last valid assessment Border countries 4 130 54 213]| - - - - 87.2 77.8 i1100.0: 8.1 |92.2 839 i100.0: 5.8 - 1>;3=;0<
severity on after_the_znd of Poland Leaf 2 2 106 : 9.1 :12.0|49.8 229 767 269 |64.7 399 895 248 | 814 : 62.8 i100.0: 186 | 0>;2=;0< | 0>;2=;0<
winter wheat application (Germany) 8 [11.7: 52 209 - - - - 729 1154 1 98.6 : 28.8 | 859 | 47.3 :100.0 : 18.8 - 1>;7=;0<
(13-50 DAB) Leaf3 .2..212 176 248|547 432 662 115|655 481 829 174|756 511 1000 245 [ 1>:1=;0< | 1>;1=;0<
7 26.7 ¢ 8.0 :59.9 - - - - 716 481 1942 :18.2 | 77.0 : 41.9 :100.0: 21.8 - 2>;5=;0<
Leaf 1 5 |164 i 50 378|523 :20.2 840 231|724 464 :100.0: 188 | 77.2  47.8 11000 17.1 | 2>;3=;0< 1>;4=;0<
15 (126 i 45 378 - - - - 75.5 | 46.4 1100.0: 15.4 | 80.0 : 47.8 :100.0: 14.9 - 5>;10=; 0<
All EPPO Leaf 2 8 103 50 193|719 229 939 :21.2|780 399 961 175|849 628 1000: 124 | 1>;7=;0< | 0>;8=;0<
climatic zones 24 103 50 i274| - - - - 777 154 1 98.6 | 20.3 | 85.6 | 47.3 1100.0 144 - 6>;18=;0<
Leaf 3 8 126 1 6.2 1248 | 545 :26.6 759 : 150 | 67.8 : 46.8 1 829 129 | 749 : 465 :100.0: 184 | 4>;4=;0< 1>;7=;0<
21 | 145 53 {599 - - - - 743 1 46.8 1 942 1 145 | 80.9 : 419 :100.0: 17.2 - 6>; 15=; 0<
13-27 days after the Northeast Leaf 3 1 73 - - - - - - 85.1 - - - 89.1 - - - - 0>;1=;0<
Disease second application
severity on | Last valid assessment Leaf 2 1 119 - ; _ , - - o4z - - - |1000: - - - - 0>:1=:0<
winter triticale after the 2" Northeast S
application Leaf3 | 2 [11.7 73 160 - - - - 840 828 8.1 12 |927 891 962 36 - 1>;1=;0<
(13-50 DAB)
Leaf 1 1 8.4 - - - - - - 6.8 - - - 333 - - - - 0>;1=;0<
Disease 13-27 days a_fter_the Border countries| Leaf2 1 |121 - - - - - - 11.3 - - - 21.6 - - - - 0>;1=;0<
severity on second application of Poland Leaf 3 1 [185 - - - - - - 4.3 - - - 14.8 - - - - 0>;1=;0<
winter durum | Last valid assessment (Germany) Leaf 1 1 177 - _ _ _ _ N 59 N ) 228 - . a - TR
nd
wheat after the 2 Leaf2 | 1 |207 - - | - - | - - 06 - - - |98 - - - - 0>:1=: 0<
application
(13-50 DAB) Leaf 3 1 |334 - - - - - - 39 - - - 12.7 - - - - 0>;1=;0<
Leaf 1 1 5.3 - - 86.2 - - - 85.7 - - - 87.2 - - - 0>;1=;0< 0>;1=;0<
3 51 51 @ 53 - - - - 87.0 857 881 : 1.0 |915 872 :946 @ 3.1 - 1>;2=;0<
Northeast Leaf 2 3 86 : 68 : 97 [ 839 747 939 : 79 |[894 839 961 : 51 [911 853979 52 0>;3=;0< 0>;3=;0<
Disease 9 6.7 | 50 | 9.7 - - - - 848 i 615 961 : 89 |89.2 685 979 @ 80 - 3>;6=;0<
severity on 13-27 days after the Leaf 3 6 98 | 6.2 {176 |54.4 266 i 759 :16.0 | 68.6  46.8 : 77.7 : 109 | 74.7 : 46,5 : 90.7 : 158 | 3>;3=;0< 0>;6=;0<
winter cereals | - second application 15 | 83 53 176 - - - - | 764 468 888 119 833 465 959 13.6 - 4>;11=;0<
Border countries Leaf 1 1 5.9 - - 60.0 - - - 1100.0: - - - 1100.0: - - - 1>;0=;0< 0>;1=;0<
of Poland 2 72 59 84 - - - - 53.4 6.8 :1100.0: 46.6 | 66.6 : 33.3 :1100.0 : 334 - 0>;2=;0<
(Germany) Leaf 2 2 80 69 91 |46.1 :229 :69.3 232|700 399 :100.0: 30.0 | 81.4 : 62.8 :100.0: 186 | 1>;1=;0< | 0>;2=;0<
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Percentage of efficacy (%) No. of assessments where
FHOO04 FHOO04 FHOO04 .FHOO4 (4.0 Liha)
Parameters Assessment date EPPO Parts No. of Untreated - 2.0 L/ha - 3.0 L/ha - 4.0 L/ha is significantl)./(l) >:=;< to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur v
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHO04

Mean: Min | Max |Mean: Min | Max : S.D. |Mean: Min : Max : S.D. [Mean: Min | Max ;| S.D. 2.0 L/ha 3.0 L/ha
4 8.7 6.7 121 - - - - 58.7 ¢ 11.3 :100.0: 35.1 | 68.9 | 21.6 :100.0: 30.6 - 0>;4=;0<
Leaf 3 2 194 144 1245|604 435 : 773 169 | 68.6 : 47.0 i 90.1 : 21.6 | 75.3 : 50.5 :100.0: 24.7 | 1>;1=;0< 0>;2=;0<
6 |135 50 245 | - - - - 606 @ 43 1978 314|646 148 11000 315 - 0>;6=;0<
Leaf 1 2 5.6 5.3 59 | 73.1 1 60.0 : 86.2 i 13.1 | 928 : 85.7 :100.0: 7.2 | 93.6 : 87.2 :100.0: 6.4 1>;1=;0< 0>;2=;0<
5 60 | 51 | 84 - - - - 736 @ 6.8 :1100.0: 33.8 | 81.5  33.3 1100.0 : 245 - 1>;4=;0<
All EPPO Leaf 2 5 84 | 6.8 9.7 | 688 229 939 244|816 : 399 :100.0: 21.6 | 87.3 : 62.8 :100.0: 13.3 | 1>;4=;0< 0>;5=;0<
climatic zones 13 | 74 50 121] - - - - 76.8  11.3 1100.0: 24.1 | 83.0 : 21.6 :100.0 : 20.5 - 3>;10=;0<
Leaf 3 8 122 : 6.2 1245|559 266  77.3 : 164 | 686 : 46.8 : 90.1 : 144 | 748 : 46,5 :100.0: 185 | 4>;4=;0< 0>;8=;0<
21 9.8 5.0 {245 - - - - 719 43 :97.8 20.8 | 78.0 i 14.8 :100.0: 22.1 - 4>;17=;0<
Leaf 1 4 190 ¢ 50 378 (504 :202 840 : 254 | 655 : 46.4 856 143 | 715 478 (855 : 142 | 1>;3=;0< 1>;3=;0<
11 | 124 i 45 | 37.8 - - - - 713  46.4 0 88.1 152 | 75.6 | 47.8 i 94.6 | 14.7 - 4>;7=;0<
Northeast Leaf 2 6 101 ¢ 50 193|793 :587 939 :118 (824 :676 961 112 (861 :76.1 979 9.2 1>;5=;0< 0>;6=;0<
16 9.6 50 {274 - - - - 80.1  47.6 :96.1 : 137 | 855 574 :979 | 116 - 5>;11=;0<
Leaf 3 6 9.8 6.2 {176 | 544 : 266 759  16.0 [ 686 : 468 777 A 109 | 74.7 : 465 : 90.7 : 158 | 3>;3=;0< 0>;6=;0<
15 8.3 53 | 17.6 - - - - 76.3 | 46.8 1 88.8 | 11.8 | 83.3 : 46.5 | 95.9 | 13.6 - 4>;11=;0<
_ Leaf 1 1 5.9 - - 60.0 - - - 1100.0: - - - 1100.0: - - - 1>;0=;0< 0>;1=;0<
Disease Last valid assessment Border countries 5 140 | 54 213 - - - - 708 0 52 :100.0: 33.6 | 78.7 i 24.8 :100.0: 27.4 - 1>;4=;0<
severity on after_the_znd of Poland Leaf 2 2 106 : 9.1 :12.0]|49.8 229 767 269 |64.7 i 399 895 248 | 814 : 62.8 :100.0: 18.6 | 0>;2=;0< 0>;2=;0<
winter cereals application (Germany) 10 | 127 1 52 217 - - - - 68.8 : 10.6 : 98.6 : 32.9 | 80.7 : 19.8 :100.0: 26.7 - 1>,;9=;0<
(13-50 DAB) Leaf3 |-.2..}.212 176 248547 432 662 115[655 481 829 174 [756 511 1000 245 ] 1>:1=:0< [ 1>;1=;0<
9 26.3 | 8.0 | 59.9 - - - - 653 0 39 942 273|720 127 :100.0: 29.1 - 3>;6=;0<
Leaf 1 5 164 ¢ 50 378 (523 :20.2 840 :231 |724 :46.4 100.0 188 | 77.2 : 47.8 :100.0: 17.1 | 2>;3=;0< 1>;4=;0<
16 129 : 45 378 - - - - 711 52 :100.0: 22.6 | 76.6 : 24.8 :100.0: 19.6 - 5>;11=;0<
All EPPO Leaf 2 8 |103: 50 193|719 229 939 212|780 399 961 175|849 628 :1000 124 | 1>;7=;0< 0>;8=;0<
climatic zones 26 [ 108 50 {274 | - - - - 75.8 10.6 { 98.6 | 23.7 | 83.7 : 19.8 1100.0 : 19.0 - 6>;20=;0<
Leaf 3 8 |126: 6.2 248|545 26,6 759 : 150 | 67.8 468 i 829 : 129 | 749 465 :100.0 184 | 4>:4=;0< 1>:7=;0<
24 1151 53 {599 - - - - 722 39 1942 198 |79.0 127 :100.0: 21.5 - 7>;17=;0<

@ Comparison based on statistics carried out in each trial report.
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The results are summarized by EPPO climatic zone in each summary table by disease. Only results for
all valid efficacy trials (all EPPO climatic zones presented Table 3.2-15) are discussed hereafter to
justify the minimum effective dose of FHOO04 against SEPTTR.

Across 33 efficacy trials, FHOO04, applied at the proposed label rate of 4.0 L/ha, was compared to FHO04
at 2.0 L/ha (50% of maximum recommended dose) and 3.0 L/ha (75% of maximum recommended
dose).

Across 30 efficacy trials carried out in winter wheat in the Northeast EPPO climatic zone and Polish
border countries, 2-3 weeks after the second application, FHOO04 at 4.0 L/ha delivered 94% on Leaf 1
(in 4 trials), 88% on Leaf 2 (in 12 trials) and 81% on Leaf 3 (in 19 trials), when FHOO04 at 3.0 L/ha
provided 90% on Leaf 1, 82% on Leaf 2 and 75% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO4 at 3.0 L/ha in 1 out of 4 trials on Leaf 1, 3 out of 12 trials on Leaf 2 and 4 out of 19
trials on Leaf 3.

FHOO4 at 4.0 L/ha delivered 94% on Leaf 1 (in 2 trials), 87% on Leaf 2 (in 5 trials) and 75% on Leaf 3
(in 8 trials), when FHOO4 at 2.0 L/ha provided only 73% on Leaf 1, 69% on Leaf 2 and 66% on Leaf 3.
FHOO4 at 4.0 L/ha was significantly superior to FHOO04 at 2.0 L/ha in 1 out of 2 trials on Leaf 1,
1 out of 5 trials on Leaf 2 and 4 out of 8 trials on Leaf 3. In these trials, FHO04 at 3.0 L/ha provided
93% on Leaf 1, 82% on Leaf 2 and 69% on Leaf 3.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 80% on Leaf 1
(in 15 trials), 86% on Leaf 2 (in 24 trials) and 81% on Leaf 3 (in 21 trials), when FHOO04 at 3.0 L/ha
provided 76% on Leaf 1, 78% on Leaf 2 and 74% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO04 at 3.0 L/ha in 5 out of 15 trials on Leaf 1, 6 out of 24 trials on Leaf 2 and 6 out of 21
trials on Leaf 3.

FHOO04 at 4.0 L/ha delivered 77% on Leaf 1 (in 5 trials), 85% on Leaf 2 (in 8 trials) and 75% on Leaf 3
(in 8 trials), when FHOO4 at 2.0 L/ha provided only 52% on Leaf 1, 72% on Leaf 2 and 55% on Leaf 3.
FHOO4 at 4.0 L/ha was significantly superior to FHOO04 at 2.0 L/ha in 2 out of 5 trials on Leaf 1,
1 out of 8 trials on Leaf 2 and 4 out of 8 trials on Leaf 3. In these trials, FHO04 at 3.0 L/ha provided
72% on Leaf 1, 78% on Leaf 2 and 68% on Leaf 3.

On other cereal crops (1 trial on triticale and 1 trial on durum wheat), few data are available. However,
the efficacy of FHOO04 at 4.0 L/ha was overall superior to the efficacy of FHO04 at 3.0 L/ha.

Finally, across 33 efficacy trials carried out in winter cereals, 2-3 weeks after the second application,
FHOO4 at 4.0 L/ha delivered 82% on Leaf 1 (in 5 trials), 83% on Leaf 2 (in 13 trials) and 78% on Leaf 3
(in 21 trials), when FHOO04 at 3.0 L/ha provided 74% on Leaf 1, 77% on Leaf 2 and 72% on Leaf 3.
FHOO4 at 4.0 L/ha was significantly superior to FHO04 at 3.0 L/ha in 1 out of 5 trials on Leaf 1,
3 out of 13 trials on Leaf 2 and 4 out of 21 trials on Leaf 3.

FHOO4 at 4.0 L/ha delivered 94% on Leaf 1 (in 2 trials), 87% on Leaf 2 (in 5 trials) and 75% on Leaf 3
(in 8 trials), when FHOO04 at 2.0 L/ha provided only 73% on Leaf 1, 69% on Leaf 2 and 66% on Leaf 3.
FHOO4 at 4.0 L/ha was significantly superior to FHOO04 at 2.0 L/ha in 1 out of 2 trials on Leaf 1,
1 out of 5 trials on Leaf 2 and 4 out of 8 trials on Leaf 3. In these trials, FHO04 at 3.0 L/ha provided
93% on Leaf 1, 82% on Leaf 2 and 69% on Leaf 3.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 77% on Leaf 1
(in 16 trials), 84% on Leaf 2 (in 26 trials) and 79% on Leaf 3 (in 24 trials), when FHOO04 at 3.0 L/ha
provided 71% on Leaf 1, 76% on Leaf 2 and 72% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO04 at 3.0 L/ha in 5 out of 16 trials on Leaf 1, 6 out of 26 trials on Leaf 2 and 7 out of 24
trials on Leaf 3.

FHOO4 at 4.0 L/ha delivered 77% on Leaf 1 (in 5 trials), 85% on Leaf 2 (in 8 trials) and 75% on Leaf 3
(in 8 trials), when FHOO4 at 2.0 L/ha provided only 52% on Leaf 1, 72% on Leaf 2 and 55% on Leaf 3.
FHOO4 at 4.0 L/ha was significantly superior to FHOO04 at 2.0 L/ha in 2 out of 5 trials on Leaf 1,
1 out of 8 trials on Leaf 2 and 4 out of 8 trials on Leaf 3. In these trials, FHO04 at 3.0 L/ha provided
72% on Leaf 1, 78% on Leaf 2 and 68% on Leaf 3.

It can be considered that the choice of 4.0 L/ha as maximum recommended dose rate of FHOO04 is
justified against leaf spot of cereals (SEPTTR). Indeed, the dose effect is clearly illustrated by box plot
graphics (The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha
reached efficacy superior to the lower dose rates and good efficacy to control leaf
spot of cereals (SEPTTR) confirming the selection of 4.0 L/ha as maximum registered dose.
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Figure 3.2-5). According to the box plot graphics, the higher the dose of FHOO04, the lower the dispersion
and variation between means.

The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha reached
efficacy superior to the lower dose rates and good efficacy to control leaf spot of
cereals (SEPTTR) confirming the selection of 4.0 L/ha as maximum registered dose.

Figure 3.2-5 Minimum effective dose of FHOO04 - Winter cereals - SEPTTR - Last valid assessment after
the 2" application - Box plots graphics
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Comments of zZRMS:

Altogether 33 efficacy trials, 21 in the North Eastern zone and 12 in the Maritime zone, had tested minimum
effective dose of FHOO04 in control of SEPTTR. Comparing the target dose rate of 4.0 L/ha to 3.0 I/ha and, where
available, to 2.0 L/ha, demonstrates the sturdy dose response although it has been more pronounced on older
leaves than on the leaf no. 1, most likely for their higher surface area allowing to conduct more precise visual
assessment. The above conclusions refer only to winter soft wheat.

Data for durum wheat and triticale are too scarce to draw reliable conclusions for these crops separately. The
triticale results may only suggest that the situation is likely similar to that on wheat, whereas the single durum
trial considered valid by the applicant demonstrates extremely low efficacy even at the target dose rate of 4.0
L/ha (12.7 — 33.3 % n=6 across the 3 leaf strata and 2 assessment terms) thus making any considerations about
dose response irrelevant.

The second durum wheat trial has not been included in the MED section but is considered useful only for selec-
tivity data, despite its PESSEV in the UNCK reaching 46% on 0 DAB. Likely reason is that this trial is missing
assessment on SEPTTR beyond that date. This other trial shows even lower efficacy and moreover the inversed
dose response was observed in it (efficacy 17% at 3.0 L/ha and 7.0% at 4.0 L/ha, 0 DAB). Unfortunaely, no
word of explanation is offered by the testing unit (Eurofins in both cases), nor by the applicant.

zZRMS Abstract

3.2.2.3 Results of minimum effective dose tests to control brown rust (Puccinia
recondita - PUCCRE)

A total of 22 valid efficacy trials were carried out to justify the minimum effective dose of FHOOA4.
against PUCCRE in winter wheat (10 trials), durum wheat (1 trial), winter triticale (1 trial) or winter rye
(10 trials). These trials were carried out from 2021 to 2023 in the Northeast EPPO climatic zone (12
trials in Poland), and Poland border countries (1 trial in Czech Republic and 9 trials in Germany).
In accordance with EPPO guideline PP1/257, all data against Puccinia recondita (PUCCRE) in winter
and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and merged in this
section. However, an analysis by crop is also provided hereafter.
Table 3.2-16 summarises all observations.
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Table 3.2-16:  Minimum effective dose of FHOO04 - Cereals - PUCCRE
Percentage of efficacy (%)
FHO04 FHOO04 FHO04 No. l‘:’LaggfiTS”Sh";’;‘ere
Parameters Assessment date . EP.PO Parts NQ' of Untreated - 20 L/ha - 30 L/ha - 40 L/ha is significantl)./(l) >;=;<to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur "
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHOO04
Mean: Min : Max [Mean: Min | Max : S.D. [Mean: Min : Max : S.D. [Mean: Min : Max : S.D. 2.0 L/ha 3.0 L/ha
2.3 weeks after the Leaf 1 2 53 | 53 : 54 - - - - 932 919 1944 12 | 971 957 986 @ 14 - 0>;2=:0<
second application Northeast Leaf 2 2 51 i 51 {52 - - - - 948 947 1949 @ 0.1 |100.0:100.0:100.0: 0.0 - 1>:1=;0<
Leaf 3 4 58 : 51 : 65 - - - - | 942 902 965 25 |97.7 i 96.0 1000: 1.6 - 0>;4=;0<
Leaf 1 1 7.9 - - 61.1 - - - 62.1 - - - 68.8 - - - 0>;1=;0< 0>;1=;0<
5 62 53 79 - - - - | 835 621 949 132 |89.7  68.8 : 986 | 11.3 - 1>;4=;0<
Northeast Leaf2 |l | A7 o - - 1489 - - - 1493 - - - | 584 - - - 0>:1=;0< | 0>;1=;0<
- 3 83 | 47 117 - - - - 728 1 49.3 947 186 | 80.8 i 584  98.8 : 16.8 - 1>;2=,;0<
Se'aésr?ta;in Leaf3 | 2 | 62 59 65 | - - - - (962 958 965 04 |99.2 983 1000 09 - 0> 2=;0<
winter wheat | Last valid assessment |Border countries Leaf 1 3 1193 82 294|464 @132 657 236 |67.1 338 :1000: 27.0 | 79.0 A 68.3 1100.0: 149 | 2>;1=;0< 1>;2=;0<
after the 2" of Poland 5 [287: 82 543 | - - - - | 765 338 1000: 24.1 | 85.2 : 68.3 1100.0: 13.9 - 1>;4=;0<
application (Czech Republic, Leaf 2 1 1160 - - 1497 - - - 1602 - - - | 578 - - - 0>;1=;0< | 0>;1=;0<
Germany) 2 17.1 1 16.0 : 181 - - - - 75.8 1 60.2 913 : 156 | 756 : 57.8 1 934 | 178 - 0>;2=;0<
Leaf 1 4 1164 7.9 1294|501 132 657 214|659 338 100.0: 235|764 : 683 1100.0: 13.6 | 2>:2=;0< | 1>:3=:0<
All EPPO 10 | 175 53 543 | - - - - | 80.0 338 :100.0: 19.7 | 87.5 | 68.3 1100.0: 12.9 - 2>,;8=;0<
climatic zones Leaf 2 2 104 47 :16.0 {493 1489 1497 : 04 |[548 493 602 : 55 [581 578 584 : 0.3 0>;2=;0< 0>;2=;0<
5 |118 47 181 | - - - - | 740 1493 947 1175|787 578 988 : 174 - 1>;4=;0<
Disease iéﬁ:xzegpfpa}ﬁzrtit:ﬁ Northeast Leaf 3 1 5.2 - - - - - - |95 - - - | 944 - - - R 0>:1=:0<
severity on | Last valid assessment Leaf 1 1 | 54 - - - - - - |91 - - - 1100.0: - - - - 0>;1=;0<
winter triticale after the 2 Northeast Leaf 2 1 |60 - - - - - - 1929 ¢ - - - 1956 - - - - 0>;1=;0<
application Leaf3 | 1 [ 79 - - - - - - 866 - - - |907 - - - - 0>;1=;0<
Disease . Border countries S 0= -
severity on Last V?thd isses;iment of Poland Leafl1 | 1 | 94 2.9 6.5 1>:0=;0<
winter durum after the 2 ,
wheat application Germany) Leaf 2 1 |47 - - - - - - 5.6 - - - | 135 - - - - 0>:1=;0<
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Percentage of efficacy (%) No. of assessments where
FHOO04 FHOO04 FHOO04 .FHOO4 (4.0 Liha)
Parameters Assessment date . EP.PO Parts NQ‘ of Untreated - 2.0 L/ha - 3.0 L/ha - 4.0 L/ha is significantl)./(l) >=:<to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur "
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHOO04

Mean: Min | Max |Mean: Min i Max | S.D. [Mean: Min | Max | S.D. [Mean: Min : Max | S.D. 2.0 L/ha 3.0 L/ha
23 weeks after the Leaf 1 2 6.6 | 59 7.3 - - - - 98.0 : 95.9 :100.0: 2.0 [100.0:100.0:100.0: 0.0 - 0>;2=;0<
second application Northeast Leaf 2 5 63 52 79 - - - - 947 1879 1995 45 [97.4 925 1000 33 - 1>;4=;0<
Leaf 3 6 61 52 65 - - - - 92.6 1919 1931 05 [951:930 970 12 - 0>;6=;0<
Leaf 1 6 71 59 7.7 - - - - 98.4 : 959 :100.0: 1.6 | 99.8 : 98.6 :100.0: 0.5 - 0>;6=;0<
Disease Northeast Leaf 2 6 77 75 81 - - - - 86.4 1 79.1 1914 37 [91.2 867 945 24 - 4>;2=;0<
severity on ) i Leaf 3 6 7.8 6.7 9.9 - - - - 86.8 1837 189.1 18 [91.7 881 :939: 20 - 3>;3=;0<
winter rye | L3t ‘;?t':: t"’r‘f:ezsjmem Borgfgg?;r:‘;”es Leafl | 3 [119 52 243 - - - - | 667 360 917 231|802 556 988 181 - 1>:2=;0<
application Gemany) | Lef2 | 4 |69 51 45| - - - - |733 508 975 198|8L6 540 1000 17.2 - 1>;3=;0<
All EPPO Leaf 1 9 87 | 52 243 - - - - 87.8 | 36.0 1100.0: 20.1 | 93.3 | 55.6 :100.0 : 14.0 - 1>;8=;0<
climatic zones | Leaf 2 10 [ 114 51 415 - - - - 81.2 : 50.8 : 97.5 | 14.3 | 87.4 | 54.0 :1100.0: 12.0 - 5>;5=;0<
2.3 weeks after the Leaf 1 4 6.0 5.3 7.3 - - - - 95.6 : 919 :1100.0: 29 |98.6 : 957 :100.0: 1.8 - 0>;4=;0<
second application Northeast Leaf 2 7 60 | 51 | 79 - - - - 947 1 87.9 1995 3.8 |982 925 :100.0: 3.0 - 2>;5=;0<
Leaf 3 11 5.9 5.1 6.5 - - - - 93.0:90.2 :965: 19 |96.0 : 93.0 :100.0: 1.9 - 0>;11=;0<
Leaf 1 1 7.9 - - 61.1 - - - 62.1 - - - 68.8 - - - 0>;1=;0< 0>;1=;0<
12 | 66 53 | 79 - - - - 92.0 i 62.1 1100.0 11.2 | 95.6 : 68.8 :100.0 8.8 - 1>;11=;0<
Northeast Leaf 2 1 4.7 - - 48.9 - - - 49.3 - - - 58.4 - - - 0>;1=;0< 0>;1=;0<
. 12 77 47 117 - - - - 84.4 493 | 947  12.0 | 89.6 : 58.4 : 98.8 | 10.1 - 6> ; 6=; 0<
Se'\?;ﬁi‘fgn _ Leaf3 | 11 | 75 59 99 | - - - - [89.0 837 965 38 |931 881 1000 3.3 - 3>,8=,0<
winter cereals Last valid assessment |Border countries Leaf 1 3 [193: 82 294|464 : 132 : 65.7 : 23.6 | 67.1 : 33.8 :1100.0: 27.0 | 79.0 : 68.3 :100.0: 14.9 | 2>;1=;0< 1>;2=;0<
after the 2 of Poland 9 21.0 52 543 - - - - 65.0 i 29 :100.0: 31.7 | 748 : 6.5 :100.0: 28.4 - 3>;6=;0<
application (Czech Republic, Leaf 2 1 |16.0 - - 49.7 - - - 60.2 - - - 57.8 - - - 0>;1=;0< 0>;1=;0<
Germany) ea 7 |152 47 415 - - - - 644 : 56 975 295|701 135 :100.0 28.3 - 1>;6=;0<
Leaf 1 4 164 79 294 (501 :132 657 214|659 338 :100.0: 23.5 | 76.4 : 68.3 :100.0: 13.6 | 2>;2=;0< 1>;3=;0<
All EPPO 21 [ 128 52 543 - - - - 80.4 : 2.9 :100.0: 26.1 | 86.7 | 6.5 :100.0 22.3 - 4>;17=;0<
climatic zones Leaf 2 2 1104 : 47 :16.0 493 1489 1497 : 04 | 548 493 1602 : 55 |581 578 584 : 0.3 0>;2=;0< 0>;2=;0<
19 | 105 47 415 - - - - 770 | 56 {975 225|825 135 :100.0 21.2 - 7>;12=;0<

(@ Comparison based on statistics carried out in each trial report.
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The results are summarized by EPPO climatic zone in each summary table by disease. Only results for
all valid efficacy trials (all EPPO climatic zones presented Table 3.2-16) are discussed hereafter to
justify the minimum effective dose of FHO04 against PUCCRE.

Across 22 efficacy trials, FHOO04, applied at the proposed label rate of 4.0 L/ha, was compared to FHO04
at 2.0 L/ha (50% of maximum recommended dose) and 3.0 L/ha (75% of maximum recommended
dose).

Across 10 efficacy trials carried out in winter wheat in the Northeast EPPO climatic zone and Polish
border countries, 2-3 weeks after the second application, FHOO04 at 4.0 L/ha delivered 97% on Leaf 1
(in 2 trials), 100% on Leaf 2 (in 2 trials) and 98% on Leaf 3 (in 4 trials), when FHOO04 at 3.0 L/ha
provided 93% on Leaf 1, 95% on Leaf 2 and 94% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO4 at 3.0 L/ha in 1 out of 2 trials on Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 88% on Leaf 1
(in 10 trials), 79% on Leaf 2 (in 5 trials) and 99% on Leaf 3 (in 2 trials), when FHOO04 at 3.0 L/ha
provided 80% on Leaf 1, 74% on Leaf 2 and 96% on Leaf 3. FHOO4 at 4.0 L/ha was significantly
superior to FHOO4 at 3.0 L/ha in 2 out of 10 trials on Leaf 1, and in 1 out of 5 trials on Leaf 2.

FHOO4 at 4.0 L/ha delivered 76% on Leaf 1 (in 4 trials), 58% on Leaf 2 (in 2 trials), when FHO04 at
2.0 L/ha provided only 50% on Leaf 1, and 49% on Leaf 2. In these trials, FHO04 at 3.0 L/ha provided
66% on Leaf 1, and 55% on Leaf 2.

Across 10 efficacy trials carried out in winter rye the Northeast EPPO climatic zone and Polish border
countries, 2-3 weeks after the second application, FHOO04 at 4.0 L/ha delivered 100% on Leaf 1 (in
2 trials), 97% on Leaf 2 (in 5 trials) and 95% on Leaf 3 (in 6 trials), when FHOO4 at 3.0 L/ha provided
98% on Leaf 1, 95% on Leaf 2 and 93% on Leaf 3. FHOO04 at 4.0 L/ha was significantly superior to
FHOO4 at 3.0 L/ha in 1 out of 5 trials on Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 93% on Leaf 1
(in 9 trials), 87% on Leaf 2 (in 10 trials) and 92% on Leaf 3 (in 6 trials), when FHOO4 at 3.0 L/ha
provided 88% on Leaf 1, 81% on Leaf 2 and 87% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO04 at 3.0 L/ha in 1 out of 9 trials on Leaf 1, in 5 out of 10 trials on Leaf 2 and in
3 out of 6 trials on Leaf 3.

On other cereal crops (1 trial on triticale and 1 trial on durum wheat), few data are available. However,
the efficacy of FHOO04 at 4.0 L/ha was overall superior to the efficacy of FHO04 at 3.0 L/ha.

Finally, across 22 efficacy trials in winter cereals, 2-3 weeks after the second application, FHO04 at
4.0 L/ha delivered 99% on Leaf 1 (in 4 trials), 98% on Leaf 2 (in 7 trials) and 96% on Leaf 3 (in 11
trials), when FHOO4 at 3.0 L/ha provided 96% on Leaf 1, 95% on Leaf 2 and 93% on Leaf 3. FHOO04 at
4.0 L/ha was significantly superior to FHOO04 at 3.0 L/ha in 2 out of 7 trials on Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 87% on Leaf 1
(in 21 trials), 83% on Leaf 2 (in 19 trials) and 93% on Leaf 3 (in 11 trials), when FHOO04 at 3.0 L/ha
provided 80% on Leaf 1, 77% on Leaf 2 and 89% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO4 at 3.0 L/ha in 4 out of 21 trials on Leaf 1, in 7 out of 19 trials on Leaf 2 and in
3 out of 11 trials on Leaf 3.

FHOO04 at 4.0 L/ha delivered 76% on Leaf 1 (in 4 trials), 58% on Leaf 2 (in 2 trials), when FHOO04 at
2.0 L/ha provided only 50% on Leaf 1, and 49% on Leaf 2. In these trials, FHO04 at 3.0 L/ha provided
66% on Leaf 1, and 55% on Leaf 2.

It can be considered that the choice of 4.0 L/ha as maximum recommended dose rate of FHOO04 is
justified against leaf spot of cereals (PUCCRE). Indeed, the dose effect is clearly illustrated by box plot
graphics (Figure 3.2-6). According to the box plot graphics, the higher the dose of FHOO04, the lower
the dispersion and variation between means.
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Figure 3.2-6 Minimum effective dose of FHOO04 - Winter cereals - PUCCRE - Last valid assessment
after the 2" application - Box plots graphics
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(22 trials - 51 assessments)

The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha reached a
superior efficacy than the lower dose rates and good efficacy to control brown rust of cereals
(PUCCRE) confirming the selection of 4.0 L/ha as maximum registered dose.

Comments of zZRMS:

Altogether 22 efficacy trials, 12 in the North Eastern zone and 10 in the Maritime zone, had tested minimum
effective dose of FHOO4 in control of PUCCRE.

Unlike in the case of SEPTTR, the dose response is mostly independent on the leaf stratum assessed, and it is
sufficiently high to confirm the 4.0 L/ha as MED for this use either. The data from triticale speak the same as
those for wheat but are too scarce for separate conclusion, while the PUCCRE data from durum wheat are irrel-
evant and useless, the same as are SEPTTR data for this crop. On the contrary, the data from rye are encouraging,
demonstrating clearly the advantage of the 4.0 over the 3.0 L/ha dose rate of FHO04.

Overall, the target 4.0 L/ha of the FHOO04 should be considered as MED in control of brown rust of cereals in
winter soft wheat and in winter rye.

zZRMS Abstract

3.2.2.4 Results of minimum effective dose tests to control yellow rust (Puccinia
striiformis - PUCCST )

A total of 13 valid efficacy trials were carried out to justify the minimum effective dose of FHOO4.
against PUCCSI in winter wheat (9 trials), durum wheat (1 trial) or winter triticale (3 trials). These trials
were carried out from 2020 to 2023 in the Northeast EPPO climatic zone (8 trials in Poland, and 1 trial
in Latvia) and Poland border countries (4 trials in Germany).

In accordance with EPPO guideline PP1/257, all data against Puccinia striiformis ( PUCCST)
in winter and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and
merged in this section. However, an analysis by crop is also provided hereafter.

Table 3.2-17 summarises all observations.
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Table 3.2-17:  Minimum effective dose of FHO04 - Cereals- PUCCST*
Percentage of efficacy (%)
FHO04 FHO04 FHO04 No. gLaSZZS?TSnShV;)here
Parameters | Assessment date EPPO Parts No. of Untreated - 2.0 L/ha - 30 L/ha - 40 L/ha is significantl)./“) >,=;<to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur T
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHOO04

Mean: Min | Max [Mean: Min | Max | S.D. |[Mean: Min | Max | S.D. [Mean: Min : Max | S.D. 2.0 L/ha 3.0 L/ha
Leaf 1 3 55 : 45 6.6 - - - - 95.7 1 935 :1000: 3.1 | 99.3  98.6 :100.0: 0.6 - 1>;2=;0<
Northeast Leaf2 |—if-89 L - 5.} 1000 - - -.]1000;: - - - |996 i - - - [ 0>:1=:0< | 0>:1=:0<
5 72 153 89 - - - - 96.5 925 :11000: 3.0 | 99.3  97.8 :100.0: 0.8 - 0>;5=;0<
2.3 ks aft Leaf 3 5 6.9 i 54 : 93 - - - - 87.0 : 55,5 1100.0: 16.0 | 91.9 : 68.1 :100.0: 12.0 - 1>:4=:;0<
oK & [ Border countries of | Leaf1 | 2 [190 141 243] - - - | - [557 188 027 369|625 284 967 341 - 0> 2= 0<
application Poland Leaf 2 2 374 84 :665 - - - - 589 194 :983 394 | 641 290 :99.2 351 - 0>:2=:0<
(Germany) Leaf 3 1 (768 - - - - - - 1989 - - - 991 - - - - 0>;1=;0<
All EPPO climatic |Leafl | 5 [110 45 24371 - - - - | 797 188 100.0  30.6 | 84.6 | 28.4 100.0 28.1 - 1>;4=;0<
Disease sones Leaf2 | 7 |158 53 665 - - - - |85.8  19.4 1000 27.2 | 89.3  29.0 100.0 24.6 - 0>;7=,0<
severity Leaf3 | 6 [186 54 768 - - - - 889 555 1000 152 | 93.1  68.1 100.0 11.3 - 1>;5=;0<
on winter Leaf 1 1 5.1 - - 92.5 - - - 1100.0: - - - 96.1 - - - 0>;1=;0< 0>;1=;0<
wheat 460 51 74| - - - - |'938 902 110000 3.8 | 969 (961 973 05 : 0> 4="0<
Northeast Leaf 2 1 189 - - 11000 - - - 11000 - - - 1996 ¢ - - - 0>;1=;0< | 0>;1=;0<
. 7 73 46 | 98 - - - - 849 :46.1 100.0:17.8 | 90.2 : 57.4 :100.0: 14.1 - 2>,5=;0<
ass;a:r;‘e’ﬁ:'gﬂer _ Leaf3 | 5 | 74 57 93 | - | - - - |861 555 1000 157 | 90.9 681 1000 118 - > 4= 0<
the 2 Border countriesof | Leafl | 3 | 268 6.2  56.3 | - - - - 643 182 940 330|713 27.6 968 310 - 1>;2=;0<
application Poland Leaf 2 2 1393122 :66.5 - - - - 57.3 1163 1 983 410|622 : 251 99.2 : 37.1 - 0>:2=;0<
(Germany) Leaf 3 1 |768 - - - - - - |989 ;¢ - - - 991 - - - - 0>;1=;0<
All EPPO climatic |Leafl | 7 [149 7 51 1563 ] - - - - [ 811 182 1000 262 | 859 27.6  97.3 240 - 1> 6= 0<
2ones Leaf2 | 9 [144 46 665 - - - - | 788 163 1000 27.4 | 840 251 100.0 24.4 - 2> 7= 0<
Leaf 3 6 |189: 57 :768 - - - - 88.2 : 55,5 1100.0: 15.1 | 92.3 : 68.1 :100.0: 11.2 - 1>;5=;0<
2-3 weeks after Leaf 2 2 |54 47 @ 6.2 - - - - | 879 873 1885 0.6 | 945943 947 @ 0.2 - 1>;1=;0<
;g‘;ﬁ‘égg';i Northeast leaf3 | 1 |62 - - | - - - - |85 - - - oz - - - - 0>;1=;0<
Leafl | 1 |53 - - - - - - |867 . - - - |923 - - - N 0> 1= 0<
Northeast Leaf 2 2 76 59 93 - - - - 837 815 8.9 22 |902:893 911 : 09 - 0>;2=;0<
Disease Leaf 3 2 72 47 96 - - - - 86.5 857 873 08 |928:909 947 19 - 1>;1=;0<
severit . Border countries of R R _ R R _ R R _ R R ~ R > 1=-0<

on WintZr Last valid Poland Leaf2 | 1 | 64 59.9 775 0>;1=;0
triticale | 2Ssessment after (Germany) Leaf3 | 1 201 - - - - - - 319 - - - |s518 - - - - 0>:1=;0<
apg}‘iacition lesfl | 1 |53 - - [ - - - - |87 - - - |9%38 - - - - 0> 1= 0<
1 EPPO climatic |22 | 3 [72 59 193 [ - - - - | 758 59.9 859 114 860 775 911 60 - 0>:3=:0<
A rores ¢ [Leaf3 | 3 [115 47 204 - - - | - [683 319 873 258 | 791 518 047 104 : 1> 2= 0<
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Percentage of efficacy (%)

No. of assessments where

FHOO04 FHOO04 FHOO04
Parameters | Assessment date EPPO Parts No. of Untreated 20 L/ha 30L/ha 4.0 L/a is silg::;?g;n(tlllﬁnl_:hjl to
climatic zone trials Prothioconazole + Sulphur | Prothioconazole + Sulphur | Prothioconazole + Sulphur v
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHO04
Mean: Min : Max [Mean: Min : Max : S.D. [Mean: Min | Max : S.D. [Mean: Min ;| Max : S.D. 2.0 L/ha 3.0 L/ha
Leaf 1 3 55 {45 | 6.6 - - - - 95.7 1 935 :100.0: 3.1 | 99.3 : 98.6 :100.0: 0.6 - 1>;2=;0<
Northeast Leaf 2 1 8.9 - - 11000: - - - 1100.0: - - - 99.6 - - - 0>;1=;0< 0>;1=;0<
6 6.7 46 89 - - - - | 963925 :1000: 2.8 | 99.4 i 97.8 100.0: 0.8 - 0>;6=;0<
ks aft Leaf 3 7 65 : 47 : 93 - - - - 87.2 1 55,5 1100.0: 13.5 | 92.7 : 68.1 :100.0: 10.2 - 2>;5=;0<
2-3 weeks aftel | Border countries of | Leall | 2 |10.0 141 243 | - | - | - | - |557 188 927 369 625 284 967 341 - 0> 2= 0<
application Poland Leaf 2 2 |374: 84 :665 - - - - 58.9 : 194 :98.3 : 394 | 64.1 : 29.0 : 99.2 | 35.1 - 0>;2=:0<
(Germany) Leaf 3 1 |768 - - - - - - 989 - - - 991 - - - - 0>;1=;0<
All EPPO climatic Leaf 1 5 |110 45 243 - - - - | 79.7  18.8 1100.0: 30.6 | 84.6 | 28.4 1100.0: 28.1 - 1>;4=;0<
Disease 20n65 Leaf 2 8 |144 46 665 - - - - | 869 :19.4 :1100.0: 25.6 | 90.6 : 29.0 :100.0: 23.3 - 0>,;8=;0<
severity Leaf 3 8 153 47 768 - - . - 88.7 : 55,5 1100.0: 13.2 | 935 : 68.1 :100.0: 9.8 - 2>, 6=;0<
on winter Leaf 1 1 5.1 - - 92.5 - - - 1100.0: - - - 96.1 - - - 0>;1=;0< 0>;1=;0<
cereals 5 |59 51 74 - - - - 924 867 1000 44 |960 923 973 19 - 0>;5=;0<
Northeast Leaf 2 1 8.9 - - 11000 - - - 1100.0: - - - 1996 - - - 0>:1=:0< | 0>:1=:0<
) 9 |74 46 98 | - - - - 846 461 1000 157 | 90.2  57.4 1000 125 - 2>:7=;0<
ass'e;s"fr;‘e’ﬂ'gﬂer _ Leaf3 | 7 | 73 47 96 | - | - | - - |82 555 1000 133 | 914 681 1000 10.1 - 2> 5= 0<
the 21 Border countries of | Leaf 1 3 |268: 62 563 | - - - - 64.3 182 1 940 0 330 | 713 276 : 96.8 : 31.0 - 1>,;2=;0<
application Poland Leaf 2 3 284 1 6.4 | 66.5 - - . - 58.2 1 16.3 1 983 1 335 | 673 i 25.1 1 99.2 : 31.1 - 0>;3=;0<
(Germany) Leaf 3 2 |485 201 768 | - - - - | 654 319 989 335|755 518  99.1 236 - 0>;2=;0<
All EPPO climatic Leaf 1 8 13.7 1 51 | 56.3 - - - - 81.8 { 18.2 1100.0: 24.6 | 86.7 : 27.6 : 97.3 | 225 - 1>;7=;0<
70n6s Leaf2 | 12 |12.6 46 665 | - - - - | 78.0  16.3 1100.0: 245 | 845 : 25.1 1100.0 214 - 2>:10=;0<
Leaf 3 9 |165 47 768 - - - - | 816319 :100.0: 215 | 87.9 | 51.8 :100.0: 15.7 - 2>;7=;0<

@ Comparison based on statistics carried out in each trial report.
* only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST
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The results are summarized by EPPO climatic zone in each summary table by disease. Only results for
all valid efficacy trials (all EPPO climatic zones presented Table 3.2-17) are discussed hereafter to
justify the minimum effective dose of FHOO04 against PUCCST.

Across 13 efficacy trials, FHOO04, applied at the proposed label rate of 4.0 L/ha, was compared to FHO04
at 2.0 L/ha (50% of maximum recommended dose) and 3.0 L/ha (75% of maximum recommended
dose).

Across 10 efficacy trials carried out in winter wheat in the Northeast EPPO climatic zone and Polish
border countries, 2-3 weeks after the second application, FHO04 at 4.0 L/ha delivered 85% on Leaf 1
(in 5 trials), 89% on Leaf 2 (in 7 trials) and 93% on Leaf 3 (in 6 trials), when FHOO04 at 3.0 L/ha provided
80% on Leaf 1, 86% on Leaf 2 and 89% on Leaf 3. FHOO04 at 4.0 L/ha was significantly superior to
FHOO4 at 3.0 L/ha in 1 out of 5 trials on Leaf 1, and 1 out of 6 trials on Leaf 3.

For information, in 1 trial, FHOO04 at 4.0 L/ha delivered 100% on Leaf 2, when FHOO04 at 2.0 L/ha also
provided 100% on Leaf 2. In this trial, FHOO04 at 3.0 L/ha also provided 100% Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 86% on Leaf 1
(in 7 trials), 84% on Leaf 2 (in 9 trials) and 92% on Leaf 3 (in 6 trials), when FHOO4 at 3.0 L/ha provided
81% on Leaf 1, 79% on Leaf 2 and 88% on Leaf 3. FHO04 at 4.0 L/ha was significantly superior to
FHOO4 at 3.0 L/haiin 1 out of 7 trials on Leaf 1, 2 out of 9 trials on Leaf 2 and 1 out of 6 trials on Leaf 3.
For information, in 1 trial, FHOO04 at 4.0 L/ha delivered 96% on Leaf 1, and 100% on Leaf 2, when
FHOO4 at 2.0 L/ha provided 93% on Leaf 1, and 100% on Leaf 2. In this trial, FHOO04 at 3.0 L/ha
provided 100% on Leaf 1 and Leaf 2.

Across 3 efficacy trials carried out in winter triticale in the Northeast EPPO climatic zone and Polish
border countries, 2-3 weeks after the second application, FHO04 at 4.0 L/ha delivered 95% on Leaf 2
(in 2 trials) and 94% on Leaf 3 (in 1 trial), when FHOO4 at 3.0 L/ha provided 88% on Leaf 2 and 89%
on Leaf 3. FHOO04 at 4.0 L/ha was significantly superior to FHOO04 at 3.0 L/ha in 1 out of 2 trials on
Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 92% on Leaf 1
(in 1 trial), 86% on Leaf 2 (in 3 trials) and 79% on Leaf 3 (in 3 trials), when FHOO04 at 3.0 L/ha provided
87% on Leaf 1, 76% on Leaf 2 and 68% on Leaf 3. FHOO04 at 4.0 L/ha was significantly superior to
FHOO4 at 3.0 L/ha in 1 out of 3 trials on Leaf 3.

Finally, across 13 efficacy trials in winter cereals, 2-3 weeks after the second application, FHO04 at
4.0 L/ha delivered 85% on Leaf 1 (in 5 trials), 91% on Leaf 2 (in 8 trials) and 94% on Leaf 3 (in 8 trials),
when FHOO04 at 3.0 L/ha provided 80% on Leaf 1, 87% on Leaf 2 and 89% on Leaf 3. FHO04 at 4.0 L/ha
was significantly superior to FHOO04 at 3.0 L/ha in 1 out of 5 trials on Leaf 1, and 2 out of 8 trials on
Leaf 3.

For information, in 1 trial, FHOO4 at 4.0 L/ha delivered 100% on Leaf 2, when FHOO4 at 2.0 L/ha also
provided 100% on Leaf 2. In this trial, FHOO04 at 3.0 L/ha also provided 100% Leaf 2.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha delivered 87% on Leaf 1
(in 8 trials), 85% on Leaf 2 (in 12 trials) and 88% on Leaf 3 (in 9 trials), when FHOO4 at 3.0 L/ha
provided 82% on Leaf 1, 78% on Leaf 2 and 82% on Leaf 3. FHOO04 at 4.0 L/ha was significantly
superior to FHOO04 at 3.0 L/ha in 1 out of 8 trials on Leaf 1, 2 out of 12 trials on Leaf 2 and 2 out of 9
trials on Leaf 3.

For information, in 1 trial, FHOO04 at 4.0 L/ha delivered 96% on Leaf 1, and 100% on Leaf 2, when
FHOO4 at 2.0 L/ha provided 93% on Leaf 1, and 100% on Leaf 2. In this trial, FHOO04 at 3.0 L/ha
provided 100% on Leaf 1 and Leaf 2.

It can be considered that the choice of 4.0 L/ha as maximum recommended dose rate of FHOO04 is
justified against yellow rust of cereals ( PUCCST). Indeed, the dose effect is clearly illustrated
by box plot graphics (Figure 3.2-7). According to the box plot graphics, the higher the dose of FHO04,
the lower the dispersion and variation between means.
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Figure 3.2-7 Minimum effective dose of FHOO04 - Winter cereals - PUCCST - Last valid
assessment after the 2" application - Box plots graphics
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The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha reached a
superior efficacy than the lower dose rates and good efficacy to control yellow rust of cereals
( PUCCST) confirming the selection of 4.0 L/ha as maximum registered dose.

Comments of zZRMS:

Altogether 13 efficacy trials, 9 in the North Eastern zone and 4 in the Maritime zone, had tested minimum
effective dose rate of FHO04 in control of PUCCST.

In rare cases the dose response was not observed at all; the 2.0 L/ha resulting in efficacy equivalent to that
achieved by the target dose rate. It may suggest imprecise assessments, or imperfect plant coverage with the
spray, on applications, which could be of minor importance for the DMI component but of major one — for the
sulphur, thus compromising efficacy of the product as mixture. Overall, however, the summary presented allows
to conclude that the target dose rate of 4.0 L/ha is also justified as MED in control of PUCCST. Since the data
set includes 3 trials in winter triticale against 10 in winter soft wheat, the zZRMS conclusion on the MED also
refers to control of the yellow rust in this crop.

zZRMS Abstract

3.2.25 Results of minimum effective dose tests to control disease complex of cereals

Finally, a total of 58 valid efficacy trials were carried out to justify the minimum effective dose of
FHOO04. against SEPTTR (33 trials) , PUCCRE (22 trials) or PUCCST (10 trials) and PUCCSI
(" 3 trials) in winter wheat (87 trials), durum wheat (1 trial), winter triticale (6 trials) or winter rye (10
trials). Some trials contained more than one target disease, therefore the total number of trials for all
diseases exceeds 58 valid trials. These trials were carried out from 2020 to 2023 in the Northeast EPPO
climatic zone (28 trials in Poland, 6 trials in Latvia and 4 trials in Lithuania) and Poland border countries
(2 trial in Czech Republic, and 19 trials in Germany).

Table 3.2-18 summarises the minimum effective dose of FHOO4 to control cereals disease complex
from all valid efficacy trials provided in this dRR.
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Table 3.2-18:  Minimum effective dose of FHO04 - Winter cereals - All EPPO climatic zones - Last valid assessment after the 2™ application
Percentage of efficacy (%) No. of assessments
FHOO04 FHOO04 FHOO04 where FHOO04 (4.0 L/ha)
No. of Untreated 2.0 L/ha 3.0 L/ha 4.0 L/ha is significantly®
Targets Parameters Parts trials Prothioconazole + Sulphur g>;=;< to g
100+1250 g a.s./ha 150+1875 g a.s./ha 200+2500 g a.s./ha FHOO04
Mean: Min . Max |Mean: Min | Max : S.D. [Mean: Min | Max : S.D. [Mean: Min . Max : S.D. 2.0 L/ha 3.0L/ha

Leaf 1 5 164 @ 50 378 | 523 20.2 84.0:231|724 46.4 100.0: 188 | 77.2 1 47.8 100.0 17.1 | 2>;3=;0< 1>:4=;0<
16 129 ¢ 45 378 - - - - 71.1 5.2 :100.0: 22.6 | 76.6 : 24.8 :100.0: 19.6 - 5>;11=;0<
SEPTTR Disea_se Leaf 2 8 103 ¢ 50 193 |71.9:229 939:21.2|78.0 399 :96.1: 175|849 628 100.0: 124 | 1>,;7=;0< 0>;8=;0<
severity 26 108 | 5.0 @ 274 - - - - 75.8  10.6 : 98.6 : 23.7 | 83.7 : 19.8 :100.0: 19.0 - 6> ; 20=; 0<
Leaf 3 8 126 6.2 248 | 545 26.6 759 150|678 46.8 829 129|749 465 100.0 184 | 4>;4=;0< 1>;7=;0<
24 151 53 1599 | - - - - | 722 39 942 19.8|79.0 127 100.0 215 - 7>;17=;0<
Leaf 1 4 164 79 294 |501 132 :65.7 214|659 : 33.8 100.0 235|764 683 100.0: 13.6 | 2>,2=;0< 1>;3=;0<
Disease 21 128 ¢ 52 543 - - - - 804 29 100.0: 26.1 |86.7 6.5 :100.0: 22.3 - 4> 17=;0<
PUCCRE severity Leaf 2 2 104 47  16.0 | 493 489 497 04 |548 493 602 55 |581 578 584 03 | 0>;2=;0< 0>;2=;0<
19 105 ¢ 47 415 - - - - 77.0 5.6 975 225|825 135 100.0: 21.2 - 7>;12=;0<
Leaf 3 11 75 59 99 - - - - |89.0 837 965 3.8 |93.1 881 1000 33 - 3>;8=;0<
Leaf 1 1 5.1 - - 1925 - - - 11000 - - - 1961 - - - 0>;1=;0< 0>;1=;0<
PUCCST or Disease 8 137 ¢ 51 | 56.3 - - - - 81.8 1 18.2 1100.0: 24.6 | 86.7 : 27.6 : 97.3 : 225 - 1>;7=;0<
PUCCSI severity Leaf 2 1 8.9 - - 11000 - - - 11000 - - - 1996 ¢ - - - 0>;1=;0< 0>;1=;0<
12 126 46 | 665 - - - - 78.0 1 16.3 100.0: 24.5 | 845 25.1 :100.0: 21.4 - 2>;10=;0<
Leaf 3 9 165 4.7 | 76.8 - - - - 81.6 : 31.9 100.0: 21.5 | 87.9 : 51.8 100.0: 15.7 - 2>;7=;0<

() Comparison based on statistics carried out in each trial report.
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The results are summarized by EPPO climatic zone in each summary table by disease. Only results for
all valid efficacy trials for the last valid assessment after the 2™ application and for all EPPO climatic
zones, presented Table 3.2-18, are discussed hereafter to justify the minimum effective dose of FHO04
against cereals diseases.

Across 58 valid efficacy trials carried out in the Northeast EPPO climatic zone and border countries of
Poland, FHOO4, applied at the proposed label rate of 4.0 L/ha, was compared to FHOO04 at 2.0 L/ha
(50% of maximum recommended dose) and 3.0 L/ha (75% of maximum recommended dose).

Against SEPTTR, FHOO04 applied at 4.0 L/ha delivered 77% on Leaf 1, 85% on Leaf 2 and 75% on
Leaf 3 when FHOO4 at 2.0 L/ha provided 52% on Leaf 1, 72% on Leaf 2 and 55% on Leaf 3. FHOO04 at
4.0 L/ha was significantly superior to FHOO04 at 2.0 L/ha in 2 out of 5 trials on Leaf 1, in 1 out of 8 trials
on Leaf 2 and in 4 out of 8 trials on Leaf 3.

FHOO4 applied at 4.0 L/ha delivered 77% on Leaf 1, 84% on Leaf 2 and 79% on Leaf 3 when FHO04
at 3.0 L/ha provided 72% on Leaf 1, 78% on Leaf 2 and 68% on Leaf 3. FHOO04 at 4.0 L/ha was
significantly superior to FHOO4 at 3.0 L/ha in 5 out of 16 trials on Leaf 1, in 6 out of 26 trials on Leaf 2
and in 7 out of 24 trials on Leaf 3.

Against PUCCRE, FHOO04 applied at 4.0 L/ha delivered 76% on Leaf 1, 58% on Leaf 2 when FHO04
at 2.0 L/ha provided 50% on Leaf 1, and 49% on Leaf 2. FHOO04 at 4.0 L/ha was significantly superior
to FHOO4 at 2.0 L/ha in 2 out of 4 trials on Leaf 1.

FHOO04 applied at 4.0 L/ha delivered 87% on Leaf 1, 83% on Leaf 2 and 93% on Leaf 3 when FHO04
at 3.0 L/ha provided 80% on Leaf 1, 77% on Leaf 2 and 89% on Leaf 3. FHOO04 at 4.0 L/ha was
significantly superior to FHOO4 at 3.0 L/ha in 4 out of 21 trials on Leaf 1, in 7 out of 19 trials on Leaf 2
and in 3 out of 11 trials on Leaf 3.

Against PUCCST, for information, in 1 trial, FHOO4 applied at 4.0 L/ha delivered 96% on
Leaf 1 and 100% on Leaf 2 when FHOO4 at 2.0 L/ha provided 93% on Leaf 1 and 100% on Leaf 2.
FHOO04 applied at 4.0 L/ha delivered 87% on Leaf 1, 85% on Leaf 2 and 88% on Leaf 3 when FHO04
at 3.0 L/ha provided 82% on Leaf 1, 78% on Leaf 2 and 82% on Leaf 3. FHOO04 at 4.0 L/ha was
significantly superior to FHOO4 at 3.0 L/ha in 1 out of 8 trials on Leaf 1, in 2 out of 12 trials on Leaf 2
and in 2 out of 9 trials on Leaf 3.

It can be considered that the choice of 4.0 L/ha as maximum recommended dose rate of FHOO04 is
justified against the cereals diseases. The justification of the minimum effective dose of FHO04 against
wheat disease complex can be illustrated by graphic from the last valid assessment after two applications
(Figure 3.2-8). According to the efficacy results and as illustrated on the graphic hereafter, FHO04 at
4.0 L/ha is the best dose rate to control the requested diseases of cereals.

The mean efficacy increases in function of the dose rate of FHO04. FHOO04 at 4.0 L/ha reached a
superior efficacy than the lower rates and a good efficacy to control the disease complex on cereals
confirming the selection of 4.0 L/ha as maximum registered dose.
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Figure 3.2-8 Minimum effective dose of FHOO4 - Winter cereals - Disease complex (efficacy against
SEPTTR, PUCCRE, PUCCST on Leaf 2) after two applications

SEPTIR
85

PUCCSI PUCCRE

FHOO04 (40Lha) = ====-- FHOO4 (3.0 L/ha)
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Comments of zZRMS:

A quick glance at the other leaf strata, along with the leaf 2 as presented by the applicant, allows for the conclu-
sion that FHOO04 is predominantly acting on rust pathogens while its activity against SEPTTR is visibly lower,
as evident in the leaves no. 1 and 3. The figures below are based on means presented by the applicant in the
Table 3.2-18.

One may certainly argue that such conclusions are not in place in the MED chapter, the one frequently treated
as formality to be dismissed as quickly as possible both by the applicant and the evaluators. However, such
attitude would be incorrect with any new product, be it even just mixture of known actives. Moreover, the present
MED chapter is based on the same 58 trials that also make foundation of Efficacy Tests chapter, and in this very
sense it is crucial and most informing part of the whole efficacy section of the dossier.

Leaf 3

/N

To the opinion of zZRMS, it is the PUCCRE data along with those of PUCCST which make the most coherent
part of the data set, while the efficacy against SEPTTR is more dependent on leaf stratum assessed. Nevertheless,
taken that pathogens occur in complex, and except for 2 data points with PUCCST on wheat (Table 3.2-17 and
later reported in summary table 3.2-18), none of the presented data can reasonably support the view that the dose
rate of 3.0 L/ha might be considered as MED. The dose rate of 4.0 L/ha of the FHOO04 has been instead consid-
ered as the minimum effective dose in control of complex of pathogens in winter wheat and winter rye.

The conclusion on winter triticale must be based on further analysis of the remaining data from other trials, since
trials included for MED analysis deliver limited information on SEPTTR and PUCCRE and consequently, speak-
ing of control of the “pathogen complex” is irrelevant at this stage. Since durum wheat is minor crop in Poland
and is claimed by the applicant following Art. 51, then discussing the nearly non—existing efficacy and MED of
the test item in this crop (based on a single valid trial) is considered pointless.

ZRMS Abstract
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3.2.3  Efficacy tests (KCP 6.2)

A total of 28 efficacy trials were carried out from 2020 to 2023 in Poland to confirm the efficacy of
FHOO4 applied at 4.0 L/ha to control leaf diseases.

In addition, 25 efficacy trials carried out in countries belonging to the Northeast EPPO climatic zone,
but in the Northern registration zone are also provided to complete the data package. These trials were
carried out from 2020 to 2023 in Latvia (9 trials) and Lithuania (16 trials).

Moreover, 30 efficacy trials carried out in border countries of Poland (1 trial in Czech Republic and 29
trials in Germany) in the Maritime EPPO climatic zone in the Central registration zone are also provided
as supportive data.

24 out of 83 trials are not taken into account in the efficacy analysis below due to a low pest pressure
conditions or an abnormal level of efficacy of the reference standards. Thus, these trials are excluded
from the analysis of efficacy. However, the potential crop phytotoxicity symptoms observed in
these trials are analysed in Section 3.4.

Finally, a total of 59 valid efficacy trials carried out in winter wheat (42 trials), winter durum wheat
(1 trial), winter triticale (6 trials) or winter rye (10 trials) were available to confirm the efficacy of
FHOO4 applied at 4.0 L/ha for the control of Zymoseptoria tritici (SEPTTR - 34 trials), Puccinia
recondita (PUCCRE - 22 trials) and/or Puccinia striiformis ( PUCCST (10 trials) and
PUCCSI (3 trials)). These trials were carried out from 2020 to 2023 in the Northeast EPPO climatic
zone (28 trials in Poland, 6 trials in Latvia and 4 trials in Lithuania) and Poland border countries (1 trial
in Czech Republic and 20 trials in Germany) in winter cereals. Some trials contained more than one
target disease, therefore the total number of trials for all diseases exceeds 59 valid trials.
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3.23.1 Material and Methods

Experimental details

All the trials were carried out by officially recognised organisations in accordance with the Principles
of Good Experimental Practice (GEP). These trials were performed following EPPO guidelines or trial
method recommendations published by the French CEB (“Commission des Essais Biologiques™). The
“CEB” methods are in accordance with EPPO directives.

Main characteristics are summarised in Table 3.2-19.

Table 3.2-19:  Details on trial methodology - Efficacy trials - Cereals
PP1/135 (4): Phytotoxicity assessment
General PP1/152 (4): Design and analysis of efficacy evaluation trials
guidelines PP1/181 (4): Conduct and reporting of efficacy evaluation trials including good

Guidelines experimental practice
Specific e . »
guidelines PP 1/26(4): “Foliar and ear diseases on cereals
Plot design Randomized Complete Block (RCB)
Experimental Plot size From 15 m? to 39 m*.
design Nur_nbe.r of 4 replications
replications

Interest of the association:

28 trials (25 trials in wheat, 1 trial in durum wheat, 2 trials in triticale)

Minimum effective dose trials:

58 trials (41 trials in wheat, 1 trial in durum wheat, 6 trials in triticale, 10 trials in rye)
Valid efficacy trials:

59 trials (42 trials in wheat, 1 trial in durum wheat, 6 trials in triticale, 10 trials in rye)
Not valid efficacy trials only used for phytotoxicity assessment:

24 trials (17 trials in wheat, 1 trial in durum wheat, 4 trials in triticale, 2 trials in rye)
Winter wheat: Apostel (2), Arkadia (2), Arktis (1), Artist (2), Belissa (2), Benchmark(2,
Crop Boregar (1), Bosporus (1), Bussard (1), Comandor (1), Dagmar (1), Dakotana (1), Edvins
(3), Euforia (1), Flippen (1), Fredis (2), Genius (1), Informer (1), Inspiration (1), Janne
(1), JB Asano (1), Joker (1), KWS Donovan (2), Medalistka (1), Ohio (1), Olivin (1),
Opal (1), Opoka (1), Ostroga (1), Patras (4), Ponticus (1), RGT Bilanz (1),
Varieties RGT Reform (3), Skagen (11), Tytanika (1).

Durum wheat: Wintergold (2).

Winter triticale: Grenado (1), Lombardo (6), Rotondo (1), SU Agendus (1), Trismart (1).
Winter rye: Dankowksie Granat (1), Dukat (1), Identor (1), Initiator (1), KWS Dolaro
(1), KWS Igor (1), KWS Serafino (1), KWS Tayo (2), KWS Trebiano (1), Piano (1),

Number of trials

Stannos (1).
Natural/artificial
Target contamination Natural
Apt'[i’r'r']‘;ﬁg"” 1%t application BBCH 30-39 - 2 applications BBCH 36-69

Application Number of 2 applications (82 trials) — From 8 to 56 day-interval
applications 1 application (1 trial)
Spray volumes | 200-300 L/ha.
Assessment dates| 7-14-day intervals after each application
Disease severity on leaves, Green leaf area (59 trials)
Yield (33 trials in wheat, 1 trial in durum wheat, 5 trials in triticale, 10 trials in rye)
Quality parameters:
Assessment Moist content (33 trials in wheat, 1 trial in durum wheat, 5 trials in triticale, 10 trials in
Assessment types ye).
Thousand grain weight (32 trials in wheat, 5 trials in triticale, 10 trials in rye).
Specific weight (32 trials in wheat, 1 trial in durum wheat, 5 trials in triticale, 10 trials
in rye).

ANOVA - Newman - Keuls test (5%)

Results & Statistical
Analysis analysis

Treatments and reference standards

FHOO04 was tested at 2.0 L/ha, 3.0 L/ha and 4.0 L/ha and compared with different reference standards
used in efficacy trials presented in Table 3.2-20.



FHOO4/Patton Supra Page 59 /152
Part B — Section 3 — Core Assessment Version: February 2025
zZRMS version

Table 3.2-20:  Presentation of reference standards used in trials - Efficacy trials - Cereals

Reference Active Formuclgrtllfer:] tration g?g:':?::g?s Rate of active substance
standard substance(s) Type of as. (per treatment) per ha
. 2.0 L/ha 100+1250 g a.s./ha
FHOO04 Pmtsh'cl’cﬁ”";‘zo'e sC 652059//LL 3.0 L/ha 150+1875 g a.s./ha
uiphu g 4.0 L/ha 200+2500 g a.s./ha
Microthiol Sulphur EC 825 g/L 3.0 L/ha 2475 g a.s./ha
Proline Prothioconazole EC 250 g/L 0.8 L/ha 200 g a.s./ha
Protendo 300 EC | Prothioconazole EC 300 g/L 0.65 L/ha 195gas./ha
Tebuconazole 125 g/L
Prosaro Prothioconazole EC 125 g/L 1.0 L/ha 125+125 g a.s./ha
. Cyproconazole + 80 g/L
Blizzard Xtra Azoxystrobin SC 200 g/L 1.0 L/ha 200+80 g a.s./ha
Makler 250 SE Azoxystrobin SE 250 g/L 1.0 L/ha 250 g a.s./ha
Epoxiconazole 62.5 g/L
Adexar Fluxapyroxad SE 62.5 g/l 1.0 L/ha 62.5+62.5 g a.s./ha
Epoxiconazole 62.5 g/L
Opera N Pyraclostrobin SE 85 /L 1.0 L/ha 62.5+85.0 g a.s./ha

Assessment methods

In accordance with the CEB and EPPO guidelines, the symptoms were assessed in general on 25 leaves
(at least on 15 leaves) by leaf level as percentage of area affected by diseases, from appearance of the
first symptoms in the untreated (disease severity expressed in percentage) and at 7-14-day intervals.
The efficacy is calculated from the disease severity data, according to ABBOTT formula.

. o (Disease severityynireated control) — (Disease severityryeqtment)
Efficacy (%) = - - x 100
(Disease severityyntreated control)

The potential effect on the green leaf area was also analysed in some efficacy trials. This assessment
was expressed in Increase (%) of the green leaf area (corresponding to the reduction of the necrosis leaf
area) compared to the untreated plot.

100 — GLA — (100 — GLA
GLA Increasing (%) — ( Untreated control) ( Treatment) % 100

(100 - GLAUntreated control)
GLA = Percentage of green area on the leaves

Moreover, the potential effects on the yield and the yield parameters (thousand grain weight and/or
specific weight) were also analysed in some efficacy trials. This assessment was expressed in percentage
of the value in untreated plot.

Y.
Percentage of Untreated control (%) = (rreatment) x 100

(YUntreated control)

Y: Yield or yield parameters

The yield results are considered as part of the assessment of the product’s effectiveness when the target
disease is observed. The results are reported in Section 0.

Phytotoxicity assessments

In efficacy trials, phytotoxicity was also assessed. Phytotoxicity assessments were carried out in
accordance with EPPO guideline PP1/135 (“Phytotoxicity assessment”). Assessments were carried out
at various intervals post application by recording visual percentage injury (0% = no injury, 100% =
complete expression of injury symptom). Crop safety results are presented in Section 3.4.

Statistical analyses

Observed or calculated variables are subjected to an analysis of variance (ANOVA). When the result of
the analysis is significant, a multiple comparison of treatments is performed. The averages are classified
using the Newman and Keuls tests and divided into homogeneous groups (a, b, c, ...). Treatment means
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with no letter in common are significantly different in accordance with the test conducted at a 95%
confidence level.

Results layout

The tabulated data presented in this section only represent the means of efficacies of selected treatments,
without raw data. However, the statistics presented in conjunction with these data are derived from all
data points from all treatments within the assessment. Tables of data comprising all treatments means
are presented in the individual trial report summaries.

Only the trials and assessments with a sufficient infestation level in the untreated plot (thresholds of 5%
coverage of foliar or ears area by the disease) and where the level of efficacy of the reference standards
were as expected are considered in this synthesis. In practice, assessments from 4.5% were selected in
the available data package notably to be able to select same number of assessments per trial.
According to PP 1/181, disease severity should be as high as possible. Therefore, assessments are
presented after the second application. To group the trials, data are classified per plant levels (Flag leaf
(Leaf 1), Flag leaf minus 1 (Leaf 2), Flag leaf minus 2 ( Leaf 3).

2 different assessment timings have been considered: 2-3 weeks after the 2" application and finally to
have a large data package, the last valid assessment after the 2" application.

The last observation is considered as valid when the standard efficacy was as expected and normal and
when the infestation level was not very high. Indeed, near 100% attacked area, it is difficult to
distinguish the diseases and the leaf senescence.

On foliar disease, only last leaves (Flag leaf and flag leaf minus 1) are considered in this synthesis.
Indeed, these leaves contribute the most to the yield.

About the assessment of the increasing of green leaf area, only the trials where an effect is observed in
the reference standards are considered in this synthesis. In practice, assessments from 10% of increasing
of GLA for the reference standard Proline at 0.8 L/ha were selected.

According to the EPPO guideline PP1/257, about fungicides, an extrapolation can be considered as valid
if:

e The crop, botanical family, cropping system, growth pattern can be considered as comparable.
All cereals (winter and spring wheat, durum wheat, spelt, triticale and winter and spring rye)
can be considered as comparable crops.

e The taxonomic relationship, biology, life cycle, behaviour, plant parts attacked, damage caused
by diseases can be considered as comparable. Leaf spot, Zymoseptoria tritici (SEPTTR), brown
rust, Puccinia recondita (PUCCRE) or yellow rust, Puccinia striiformis (PUCCST )
can be considered as comparable whatever the cereal crops.

e The growing conditions (field or protected) and cultivation techniques, growing systems, soil
type can be considered as comparable. All cereals (winter and spring wheat, durum wheat, spelt,
triticale and winter and spring rye) can be considered as agronomic comparable.

All data against Zymoseptoria tritici (SEPTTR) in winter and spring wheat, durum wheat, spelt, and
triticale can be considered as comparable and merged in efficacy section.

All data against Puccinia recondita (PUCCRE) in winter and spring wheat, durum wheat, spelt, rye, and
triticale can be considered as comparable and merged in efficacy section.

These extrapolations are confirmed by Dutch authorities document® and national Polish guidance®.
Extrapolation between different cereal crop species, and winter and spring variants for the same or
comparable disease species is also supported by the proposed new EPPO guideline for major use to
major use extrapolations, which is expected to be published later this year (draft version is document
number 23-28136). Nevertheless, the Applicant is planning to perform additional trials on spring cereals
in 2025 to further demonstrate the comparable efficacy of FHO04 between winter and spring cereals; in
the current absence of this data, the Applicant requests that it is set as a post-registration data
requirement.
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3.2.3.2 Efficacy trials results for the control of leaf spot (Zymoseptoria tritici -
SEPTTR)

The intended label claim against leaf spot (Zymoseptoria tritici - SEPTTR) in wheat is for 2
applications of FHOO4 at dose rate of 4.0 L/ha at BBCH 27-609.

A total of 34 valid efficacy trials carried out in winter wheat (31 trials), durum wheat (1 trial) or triticale
(2 trials) were available to confirm the efficacy of FHOO04 applied at 4.0 L/ha for the control of leaf spot
(Zymoseptoria tritici — SEPTTR). These trials were carried out from 2020 to 2023 in the Northeast
EPPO climatic zone (12 trials in Poland, 5 trials in Latvia and 4 trials in Lithuania) and Poland border
countries (13 trials in Germany) in winter cereals.

In accordance with EPPO guideline PP1/257, all data against Zymoseptoria tritici (SEPTTR) in winter
and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and merged in this
section. However, an analysis by crop is also provided hereafter.

All observations are summarised in comparison to all, or to particular reference
standards: Table 3.2-21 (All reference standards), Table 3.2-22 (Proline), Table 3.2-23 (Amistar),
Table 3.2-24 (Prosaro), Table 3.2-25 (Blizzard Xtra), Table 3.2-26 (Adexar), and Table 3.2-27 (Opera
N).
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Table 3.2-21:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with all references standards
Percentage of efficacy (%) No. of assessments where
No. FHOO04 (4.0 L/ha) All reference standards FHOO04 (4.0 L/ha)
Parameters | Assessment date climiiii(zone Parts | of Untreated Prothioconazole + Sulphur - is significantly®
trials 200+2500 g a.s./ha - >=<to
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. All reference standards
Leaf 1 3 51 :51:53 91.5 87.2 94.6 3.1 93.3 91.0 95.2 1.7 0>;3=;0<
Northeast Leaf 2 9 |67 50 97 89.2 68.5 97.9 8.0 92.7 86.8 97.3 3.3 0>;8=;1<
leaf3 | 14 | 84 53 176| 829 46.5 95.9 14.0 84.8 55.4 97.6 12.0 0>;13=;1<
Border countries| Leaf 1 1 5.9 - - 100.0 - - - 100.0 - - - 0>;1=;0<
ieio";l’ze:;pﬁﬁgtfgﬁ of Poland | Leaf2 | 4 |04 67 1487 847 628 1000 138 | 764 | 439 1000 206 0> 4= 0<
(Germany) Leaf3 | 6 |216: 50 67.1| 737 41.9 100.0 224 61.4 31.0 100.0 28.0 1>;5=;0<
All EPPO Leaf 1 4 53 :51:59 93.6 87.2 100.0 4.6 95.0 91.0 100.0 3.3 0>;4=;0<
Disease climatic zones Leaf2 | 13 | 76 : 5.0 14.8| 87.8 62.8 100.0 10.3 87.7 43.9 100.0 14.0 0>;12=;1<
severity on Leaf3 | 20 |12.3: 5.0 67.1| 80.1 41.9 100.0 175 77.8 31.0 100.0 21.2 1>;18=; 1<
winter wheat Leafl | 11 (124 45 378| 75.6 47.8 94.6 147 80.8 56.1 95.2 14.2 0>;10=; 1<
Northeast Leaf2 | 16 | 96 50 274| 855 57.4 97.9 11.6 86.9 62.8 96.9 9.8 0>;15=; 1<
leaf3 | 14 | 84 53 176| 829 46.5 95.9 14.0 84.4 55.4 97.6 11.7 0>;13=;1<
Last valid Border countries| Leafl | 4 [13.0: 54 :i21.3| 922 83.9 100.0 5.8 73.9 47.1 100.0 21.0 1>;3=;0<
assessment after of Poland Leaf 2 9 [120: 52 :1209| 85.8 47.3 100.0 17.7 71.7 25.8 100.0 27.5 1>;8=;0<
the 2" application (Germany) Leaf3 | 8 [31.8: 80 :67.1| 76.1 41.9 100.0 20.5 56.9 19.7 100.0 28.2 2>;6=;0<
All EPPO Leafl | 15 (126 45 37.8| 80.0 47.8 100.0 14.9 79.0 47.1 100.0 16.6 1>;13=;1<
climatic zones Leaf2 | 25 [105 50 274 | 85.6 47.3 100.0 14.1 81.4 25.8 100.0 19.7 1>;23=;1<
Leaf3 | 22 |16.9: 53 67.1| 804 41.9 100.0 17.0 74.4 19.7 100.0 23.4 2>;19=; 1<
ié?:ownze{a(Spalg:eartitgr? Northeast | Leaf3 | 1 |73 - = - | 891 - - - 90.2 - - - 0>;1=;0<
Disgase Northeast Leaf 3 1 7.3 - - 89.1 - - - 90.2 - - - 0>;1=;0<
Seve_rlty on Last valid Border countries| | gaf 2 1 1119 - - 100.0 - - - 99.6 - - - 0>:1=:0<
winter of Poland
triticale asser?dsment_ aft_er (Germany) Leaf3 | 1 |16.0: - - 96.2 - - - 97.4 - - - 0>;1=;0<
the 2'“ application ™"A|'EppO | Leaf2 | 1 |119 - | - | 100.0 - - - 99.6 - - - 0>:1=;0<
climatic zones | Leaf3 | 2 [116: 7.3 116.0| 927 89.1 96.2 3.6 93.8 90.2 97.4 3.6 0>;2=;0<
_ 2-3 weeks after the Leafl | 1 |84 : - - 33.3 - - - 88.7 - - - 0>;0=;1<
DIS?aSG second application Border countries| Leaf 2 1 12.1 - - 21.6 - - - 715 - - - 0>;0=; 1<
severity on of Poland Leaf3 | 1 |185: - - 14.8 - - - 39.3 - - - 0>,;1=;0<
winter durum Last valid (Germany) Leafl | 1 [17.7 - - 24.8 - - - 64.5 - - - 0>;0=; 1<
wheat assessment after | MNertheast [T eaf2 | 1 (217 - - 19.8 - - - 65.3 - - - 0>:0=;1<
the 2" application Leaf3 | 1 |334 - - 12.7 - - - 33.8 - - - 0>:1=:0<
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Percentage of efficacy (%)

No. of assessments where

EPPO No. Untreated FHO04 (4.0 L/ha) All reference standards FHOO04 (4.0 L/ha)
Parameters| Assessment date climatic zone Parts | of Prothioconazole + Sulphur - is significantly®
trials 200+2500 g a.s./ha - >;=;<to
Mean: Min  Max | Mean . Min Max S.D. | Mean . Min Max S.D. | Allreference standards
Leafl1 | 3 |51 51 53| 915 87.2 94.6 3.1 93.3 91.0 95.2 1.7 0>;3=;0<
Northeast Leaf2 | 9 167 50 97| 892 68.5 97.9 8.0 92.7 86.8 97.3 3.3 0>;8=;1<
Leaf3 | 15 | 83 53 176| 833 46.5 95.9 13.6 85.1 55.4 97.6 11.6 0>;14=; 1<
9-3 weeks after the |BOrder countries Leafl | 2 |72 59 84| 66.6 333 100.0 334 94.4 88.7 100.0 5.7 0> lf 1<
second application of Poland Leaf2 | 5 199 6.7 148]| 721 21.6 100.0 28.1 75.4 43.9 100.0 18.6 0>;4=;1<
(Germany) Leaf3 | 7 |212 5.0 671| 653 14.8 100.0 29.2 58.3 31.0 100.0 27.0 1>;6=;0<
_ All EPPO Leafl | 5 |60 51 84| 815 333 100.0 245 93.7 88.7 100.0 3.9 0>;4=; 1<
Disease climatic zones Leaf2 | 14 179 50 148]| 831 21.6 100.0 19.8 86.5 43.9 100.0 14.1 0>;12=;2<
severity on Leaf3 | 22 |124 50 67.1| 776 14.8 100.0 21.6 76.6 31.0 100.0 21.9 1>;20=; 1<
winter Leafl | 11 1124 45 378]| 75.6 47.8 94.6 147 80.8 56.1 95.2 14.2 0>;10=; 1<
cereals Northeast Leaf2 | 16 | 96 50 274| 855 57.4 97.9 11.6 86.9 62.8 96.9 9.8 0>;15=; 1<
Leaf3 | 15 | 83 53 176| 833 46.5 95.9 13.6 84.8 55.4 97.6 114 0>;14=; 1<
Last valid Border countries| Leaf1 | 5 |140: 54 :1213| 787 24.8 100.0 274 72.0 47.1 100.0 19.1 1>:3=;1<
assessment after of Poland Leaf2 | 11 1129 52 217| 811 19.8 100.0 25.5 73.6 25.8 100.0 26.3 1>:9=,1<
the 2" application | (Germany) | |eaf3 | 10 {304 80 67.1| 717 127 | 1000 @ 276 58.7 19.7 | 1000 | 291 2>;8=;0<
All EPPO Leafl | 16 |129 45 378| 76.6 24.8 100.0 19.6 78.1 47.1 100.0 16.4 1>;13=;2<
climatic zones Leaf2 | 27 1109 5.0 274| 837 19.8 100.0 18.7 815 25.8 100.0 195 1>;24=;2<
Leaf3 | 25 |17.2: 53 671 | 787 12.7 100.0 211 74.3 19.7 100.0 24.1 2>;22=;1<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-22:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Proline (0.8 L/ha) or
Protendo 300 EC (0.65 L/ha)
Percentage of efficacy (%) No. of assessments where
Proline (0.8 L/ha) FHOO04 (4.0 L/ha)
EPPO No. of Untreated FHOO4 (4.0 L/ha) Protendo 300 EC (0.65 L/ha) is significantly®
Parameters| Assessment date climatic zone Parts triéls Prothioconazole + Sulphur Prothioconazole >=<to
200+2500 g a.s./ha 195-200 g a.s./ha Proline (0.8 L/ha)
. . . Protendo 300 EC
Mean: Min { Max | Mean Min Max S.D. Mean Min Max S.D. (0.65 L/ha)
Leaf1 | 1 | 53 & - - 87.2 - - - 91.0 - - - 0>;1=;0<
Northeast Leaf2 | 5 | 75 50 :97 | 870 68.5 97.9 10.1 914 86.8 96.3 3.5 0>;4=; 1<
Leaf 3 7 85 53 176| 776 46.5 95.9 17.8 83.1 55.4 97.6 15.4 0>;6=; 1<
Border Leaf1 | 1 | 59 @ - - 100.0 - - - 100.0 - - - 0>;1=;0<
2-3 weeks after _the countriesof | Leaf2 | 4 | 94 6.7 148| 847 62.8 100.0 13.8 76.4 43.9 100.0 20.6 0>;4=;0<
second application (Gzcr’r']f’]‘;‘gy) Leaf3 | 5 238 50 671| 724 419 1000 @243 | 675 = 371 1000 = 2638 0> : 5= 0<
All EPPO Leaf 1 2 56 53 59 93.6 87.2 100.0 6.4 95.5 91.0 100.0 4.5 0>;2=;0<
Disease climatic zones Leaf 2 9 83 50 148| 86.0 62.8 100.0 11.9 84.7 43.9 100.0 15.9 0>;8=; 1<
severity on Leaf3 | 12 | 149 5.0 :167.1| 754 41.9 100.0 20.9 76.6 37.1 100.0 22.3 0>;11=; 1<
\winter v%heat Leafl | 4 | 7.2 45 134| 765 57.8 85.5 11.3 82.6 75.0 89.4 6.0 0>;3=;1<
Northeast Leaf2 | 10 | 89 5.0 193| 847 57.4 97.9 11.8 85.5 62.8 96.9 11.0 0>;9=; 1<
Leaf 3 7 85 53 176| 776 46.5 95.9 17.8 83.1 55.4 97.6 154 0>;6=; 1<
Last valid Border Leaf 1 2 127 :59 :195| 96.9 93.8 100.0 3.1 93.8 87.7 100.0 6.2 0>;2=;0<
assessment after con;r;tlgﬁz of | Leaf2 | 8 |129: 6.7 1209 | 84.0 47.3 100.0 18.0 77.4 33.7 100.0 23.6 0>;8=;0<
the 2" application (Germany) Leaf 3 6 [378:80 :671| 718 419 100.0 216 67.4 34.0 100.0 24.6 0>;6=;0<
All EPPO Leaf1 | 6 | 9.0 45 :195| 833 57.8 100.0 135 86.4 75.0 100.0 8.0 0>;5=;1<
climatic zones Leaf2 | 18 | 10.7 5.0 209 | 844 47.3 100.0 14.9 81.9 33.7 100.0 18.2 0>;17=; 1<
Leaf3 | 13 | 220 5.3 67.1| 749 41.9 100.0 19.9 75.9 34.0 100.0 21.6 0>;12=; 1<
Disease . Border C 1=
severity on Last valld]ct countries of Leaf2 | 1 119 - - 100.0 - - - 99.6 - - - 0>;1=;0<
winter rf]isszer?dsmer}t_a er Poland Leaf 1 =
triticale the 2" application (Germany) eaf 3 16.0 : - - 96.2 - - - 97.4 - - - 0>;1=;0<
Border Leaf 1 1 8.4 - - 33.3 - - - 88.7 - - - 0>;0=; 1<
Disease 2-3 weeks after the | countriesof | Leaf2 | 1 |12.1 & - - 21.6 - - - 715 - - - 0>;0=; 1<
severity on | 00" application (GF;?:]?QSW Leaf3 | 1 (185 - - | 148 - . - | se3 - - - 0>;1=; 0<
el | Lestvalid Leafl | 1 |177 - | - | 248 - i [ 645 | - i i 0> ;0= 1<
assessment after Northeast Leaf2 | 1 (217 - - 19.8 - - - 65.3 - - - 0>;0=; 1<
the 2" application Leaf3 | 1 |334: - - 12.7 - - - 33.8 - - - 0>;1=;0<
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Percentage of efficacy (%)

FHOO4 (4.0 L/ha)

Proline (0.8 L/ha)

No. of assessments where
FHOO4 (4.0 L/ha)

EPPO No. of Untreated Protendo 300 EC (0.65 L/ha) is significantly®
Parameters| Assessment date climatic zone Parts triéls Prothioconazole + Sulphur Prothioconazole >;=<to
200+2500 g a.s./ha 195-200 g a.s./ha Proline (0.8 L/ha)
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Pro(toe.régol_?;gg)EC
Leaf1 | 1 | 53 & - - 87.2 - - - 91.0 - - - 0>;1=;0<
Northeast | Leaf2 | 5 | 75 {50 9.7 | 87.0 68.5 97.9 10.1 914 86.8 96.3 3.5 0>;4=; 1<
Leaf 3 7 85 53 176| 776 46.5 95.9 17.8 83.1 55.4 97.6 154 0>;6=; 1<
Border Leaf 1 2 72 59 84 66.6 33.3 100.0 334 94.4 88.7 100.0 5.7 0>;1=; 1<
2-3 weeks after the | countriesof | Leaf2 | 5 99 6.7 148| 721 21.6 100.0 28.1 75.4 43.9 100.0 18.6 0>;4=; 1<
second application (Giﬁ:ﬁggy) Leaf3 | 6 [2290 50 67.1| 628 = 148 = 1000 309 | 628 & 371 1000 2656 0>;6=:0<
All EPPO Leafl | 3 | 65 53 : 84| 735 333 100.0 28.9 93.3 88.7 100.0 4.9 0>;2=;1<
Disease climatic zones Leaf2 | 10 | 8.7 5.0 148]| 795 21.6 100.0 22.4 83.4 43.9 100.0 15.6 0>;8=;2<
severity on Leaf3 | 13 [ 152 5.0 67.1| 70.8 14.8 100.0 25.8 73.8 37.1 100.0 23.6 0>;12=; 1<
winter Leafl | 4 | 7.2 45 134| 765 57.8 85.5 11.3 82.6 75.0 89.4 6.0 0>;3=; 1<
cereals Northeast Leaf2 | 10 | 89 : 50 19.3| 847 57.4 97.9 11.8 85.5 62.8 96.9 11.0 0>;9=; 1<
Leaf 3 7 85 53 176| 77.6 46.5 95.9 17.8 83.1 55.4 97.6 154 0>;6=; 1<
Last valid Bor(_jer Leaf 1 3 |144:59 195| 729 24.8 100.0 34.1 84.1 64.5 100.0 14.7 0>;2=; 1<
assessment after cogntlrlez of | Leaf2 | 10 | 13.7 1 6.7 :21.7| 79.2 19.8 100.0 26.0 78.4 33.7 100.0 22.6 0>;9=; 1<
the 2 application (Ge(r’r;‘;‘ny) Leaf3 | 8 |346 80 67.1| 675 = 127 = 1000 290 | 670 = 338 1000 2656 0>;8=;0<
All EPPO Leaf 1 7 110345 195| 749 24.8 100.0 24.0 83.2 64.5 100.0 10.7 0>;5=;2<
climatic zones Leaf2 | 20 | 113 50 :21.7| 819 19.8 100.0 20.4 82.0 33.7 100.0 18.1 0>;18=; 2<
Leaf3 | 15 [ 224 53 67.1| 722 12.7 100.0 25.0 74.5 338 100.0 235 0>;14=; 1<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-23:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Makler 250 SE / Amistar (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
Makler 250 SE / Amistar FHOO04 (4.0 L/ha)
Parameters| Assessment date | .. EPPO parts INo.off  Untreated F_HOO4 (4.0 L/ha) (1.0 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Azoxystrobin >;=;<to
200+2500 g a.s./ha 250 ga.s./ha Makler 250 SE / Amistar
Mean: Min Max | Mean = Min Max S.D. | Mean | Min Max S.D. (1.0 L/ha)
Leafl | 2 | 51 51 : 51| 936 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
Northeast Leaf 2 3 59 52 64 91.9 91.1 93.4 11 93.3 92.0 95.0 1.3 0>;3=;0<
Leaf 3 3 75 64 81 89.5 87.3 91.1 1.6 90.2 89.1 91.0 0.8 0>; 3=;0<
Border
2-3 weeks after the | countries of
second application Poland Leaf3 | 1 1105 - ) 804 ) ) ) 310 i i i 1>;0=;0<
(Germany)
All EPPO Leaf 1 2 51 51 51 93.6 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
Disease climatic zones Leaf2 | 3 |59 52 64| 919 91.1 93.4 1.1 93.3 92.0 95.0 1.3 0>;3=;0<
severity on Leaf3 | 4 | 82 64 105| 873 80.4 91.1 4.2 75.4 31.0 91.0 25.6 1>;3=;0<
\winter wheat Leaf 1 2 51 51 51 93.6 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
Northeast Leaf 2 3 59 |52 64 91.9 91.1 934 1.1 93.3 92.0 95.0 1.3 0>;3=;0<
Leaf3 | 3 | 75 64 81| 895 87.3 91.1 1.6 90.2 89.1 91.0 0.8 0>;3=;0<
Last valid Border Leafl | 2 1133 54 21.3| 875 83.9 91.0 35 54.0 47.1 60.9 6.9 1>;1=;0<
assessment after CO‘;”‘I”GZ of [Leaf2 [ 1 |52 - - 11000 - - - 25.8 - - - 15:0=":0<
the 2 application | oo )| Leaf3 | 2 137 105 169| 839 804 073 | 85 | 254 107 310 57 2>;0=;0<
All EPPO Leaf 1 4 9.2 51 213| 905 83.9 94.6 4.0 74.2 47.1 95.2 20.8 1>:3=;0<
climatic zones Leaf 2 4 58 52 6.4 94.0 91.1 100.0 3.6 76.4 25.8 95.0 29.2 1>;3=;0<
Leaf3 | 5 100 6.4 16.9| 893 80.4 97.3 5.5 64.3 19.7 91.0 32.0 2>;3=;0<
2-3weeksafter the | - \onenst | Leaf3 | 1 | 73 - - | 891 - - - 90.2 - - - 0>;1=;0<
Discase second appll_catlon
severity on Last valid
. assessment after Northeast Leaf 3 1 7.3 - - 89.1 - - - 90.2 - - - 0>;1=;0<
winter the 2" application
triticale PP
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Percentage of efficacy (%)

FHOO4 (4.0 L/ha)

Makler 250 SE / Amistar

No. of assessments where
FHOO04 (4.0 L/ha)

EPPO No.off  Untreated (1.0 L/ha) is significantly®
Parameters| Assessment date climatic zone Parts trials Prothioconazole + Sulphur Azoxystrobin g>;=;< to d
200+2500 g a.s./ha 250ga.s./ha Makler 250 SE / Amistar
Mean: Min i Max | Mean Min Max S.D. Mean Min Max S.D. (1.0 L/ha)
Leafl | 2 51 51 51| 936 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
Northeast Leaf 2 3 59 52 64 91.9 91.1 93.4 1.1 93.3 92.0 95.0 1.3 0>;3=;0<
Leaf 3 4 74 6.4 ;8.1 89.4 87.3 91.1 14 90.2 89.1 91.0 0.7 0>;:4=;0<
Border

2-3 weeks after the | countries of
second application Poland Leaf3 | 1 1105 - ) 804 ) ) ) 31.0 ) ) ) 1>;0=:0<

(Germany)
_ All EPPO Leafl | 2 51 51 51| 936 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
Disease climatic zones Leaf2 | 3 59 52 64| 919 91.1 93.4 1.1 93.3 92.0 95.0 1.3 0>;3=;0<
severity on Leaf3 | 5 8.0 i 6.4 105| 87.6 80.4 91.1 3.8 78.4 31.0 91.0 23.7 1>;4=;0<
winter Leaf 1 2 51 51 :51 93.6 92.7 94.6 1.0 94.4 93.6 95.2 0.8 0>;2=;0<
cereals Northeast Leaf 2 3 59 {52 64 91.9 91.1 93.4 11 93.3 92.0 95.0 1.3 0>;3=;0<
Leaf3 | 4 74 64 81| 894 87.3 91.1 1.4 90.2 89.1 91.0 0.7 0>;4=;0<
Last valid Bort_jer Leafl | 2 |133 54 1213| 875 83.9 91.0 3.5 54.0 47.1 60.9 6.9 1>;1=;0<
assessment after cotFJ)ntIrleZ of | Leaf2 | 1 | 52 @ - - 100.0 - - - 25.8 - - - 1>;0=;0<
the 2" application (Ge?n?;‘ ny) | Leaf3| 2 |137 105 169| 889 804 973 85 | 254 197 310 57 2>:0=:0<
All EPPO Leaf 1 4 9.2 i51 :21.3| 905 83.9 94.6 4.0 74.2 47.1 95.2 20.8 1>;3=;0<
climatic zones Leaf2 | 4 58 152 64| 940 91.1 100.0 3.6 76.4 25.8 95.0 29.2 1>:;3=;0<
Leaf3 | 6 95 6.4 16.9| 89.2 80.4 97.3 5.0 68.6 19.7 91.0 30.7 2> 4=;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-24:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Prosaro (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) Prosaro (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date climlzzi'j;(zone Parts ':lrc:é?sf Untreated Prothioconazole + Sulphur Prothioconazole + Tebuconazole is significantly®
200+2500 g a.s./ha 125+125 g a.s./ha >;=;<to
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Prosaro (1.0 L/ha)
2-3 weeks after the Ca
Disease | second application Northeast Leaf3 | 3 9.3 {70 136| 855 79.4 90.7 4.7 79.2 77.9 80.8 12 0>,;3=;0<
severity on Last valid Leafl | 2 |289 200 378| 617 478 755 139 | 628 561 = 694 = 67 0>;2=;0<
winter wheat| assessment after Northeast
the 2" application Leaf3 | 3 | 93 7.0 13.6| 855 79.4 90.7 4.7 79.2 77.9 80.8 1.2 0>;3=;0<

(@ Comparison based on statistics carried out in each trial report.

Table 3.2-25:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Blizzard Xtra (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) Blizzard Xtra (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date climiﬁii(z one Parts Tr?élosf Untreated Prothioconazole + Sulphur Cyproconazole + Azoxystrobin is significantly®
200+2500 g a.s./ha 200+80 g a.s./ha >;=;<to
Mean: Min Max | Mean Min Max S.D. | Mean Min Max S.D. | Blizzard Xtra (1.0 L/ha)
2.3 weeks after the Leafl1 | 1 | 55 - - 92.3 - - - 97.3 - - - 0>;1=;0<
Disease | second application Northeast Leaf2 | 1 7.1 - - 92.4 - - - 96.4 - - - 0>;1=;0<
severity on _ Leaf3 | 1 | 78 @ - - 91.8 - - - 90.9 - - - 0>;1=;0<
winter wheat|  Lastvalid Leaf2 | 1 [59 - - | 915 - - - 90.2 - - - 0>;1=;0<
assessment after Northeast
the 2nd application Leaf 3 1 7.8 - - 91.8 - - - 90.9 - - - 0>;1=;0<

@ Compariso

n based on statistics

carried out in each trial report.

Table 3.2-26:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Adexar (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) Adexar (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date climilziF():Cz)one Parts Tgéﬁsf Untreated Prothioconazole + Sulphur Epoxiconazole + Fluxapyroxad is significantly®
200+2500 g a.s./ha 62.5+62.5 g a.s./ha >;=;<to
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Adexar (1.0 L/ha)
Disease Last valid Leafl | 2 |16.0 86 234| 790 = 729 = 852 6.2 940 = 931 = 948 0.9 0>;2=;0<
severity on | assessment after Northeast
winter wheat| the 2 application Leaf2 | 1 274 - - | 915 - - - 914 - - - 0>;1=;0<

@ Comparison based on statistics carried out in each trial report.
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Table 3.2-27:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - SEPTTR - Disease severity on leaves - Comparison with Opera N (1.0 L/ha)

Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) OperaN (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date climlzzi'j;(zone Parts ':lrc:é?sf Untreated Prothioconazole + Sulphur Epoxiconazole + Pyraclostrobin is significantly®
200+2500 g a.s./ha 62.5+85 g a.s./ha >;=;<to
Mean: Min i Max | Mean Min Max S.D. Mean Min Max S.D. Opera N (1.0 L/ha)
Disease Last valid Leafl | 1 |78 - - | 573 - - - 56.5 - - - 0>;1=;0<
severity on | assessment after Northeast
winter wheat| the 2" application Leaf2 | 1 |135 - | - | 622 - - - 74.6 - - - 0>;1=;0<

@ Comparison based on statistics carried out in each trial report.
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34 trials are available to justify the efficacy of FHO04 at 4.0 L/ha in Poland. After the 2" application,
the disease in the untreated plot attacked from 5% to 38% of the flag leaves (Leaf 1) area, from 5% to
27% of the flag leaves minus 1 (Leaf 2) and from 5% to 67% of the flag leaves minus 2 ( Leaf 3) area.

Northeast EPPO climatic zone

Across 20 efficacy trials in winter wheat, 2-3 weeks after the second application, FHO04 at 4.0 L/ha
provided a good level of efficacy (92% in 3 trials on Leaf 1, 89% in 9 trials on Leaf 2 and 83% in 14
trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar or slightly inferior to Proline at 0.8 L/ha (87% vs. 91% in 1 trial
on Leaf 1, 87% vs. 91% in 5 trials on Leaf 2 and 78% vs. 83% in 7 trials on Leaf 3). No significant
difference was noted in the trial on Leaf 1, in 4 out of 5 trials on Leaf 2, and in 6 out of 7 trials on
Leaf 3).

FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (94% vs. 94% in 2 trials on Leaf 1, 92% vs. 93%
in 3 trials on Leaf 2 and 90% vs. 90% in 3 trials on Leaf 3). No significant difference was noted in all
trials.

FHOO4 at 4.0 L/ha was similar or even superior to Prosaro at 1.0 L/ha (86% vs. 79% in 3 trials on
Leaf 3). No significant difference was noted in all trials.

Even if few data are available, FHOO04 at 4.0 L/ha was slightly inferior to Blizzard Xtra at 1.0 L/ha
(92% vs. 97% in 1 trial on Leaf 1, 92% vs. 96% in 1 trial on Leaf 2 and 92% vs. 91% in 1 trial on
Leaf 3). No significant difference was noted in this trial.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (76% in 11 trials on Leaf 1, 86% in 16 trials on Leaf 2 and 83% in 14 trials on Leaf 3).
Overall, FHO04 at 4.0 L/ha was similar or slightly inferior to Proline at 0.8 L/ha (77% vs. 83% in 4
trials on Leaf 1, 85% vs. 86% in 10 trials on Leaf 2 and 78% vs. 83% in 7 trials on Leaf 3). No significant
difference was noted in 3 out of 4 trials on Leaf 1, in 9 out of 10 trials on Leaf 2, and in 6 out of 7 trials
on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (94% vs. 94% in 2 trials on Leaf 1,
92% vs. 93% in 3 trials on Leaf 2 and 90% vs. 90% in 3 trials on Leaf 3). No significant difference was
noted in all trials.

FHOO04 at 4.0 L/ha was similar or even superior to Prosaro at 1.0 L/ha (62% vs. 63% in 2 trials on Leaf 1,
and 86% vs. 79% in 3 trials on Leaf 3). No significant difference was noted in all trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha (92% vs. 90%
in 1 trial on Leaf 2 and 92% vs. 91% in 1 trial on Leaf 3). No significant difference was noted in this
trial.

Even if few data are available, FHOO4 at 4.0 L/ha was similar or inferior to Adexar at 1.0 L/ha
(79% vs. 94% in 2 trials on Leaf 1 and 92% vs. 91% in 1 trial on Leaf 3). However, no significant
difference was noted in all trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar or inferior to Opera N at 1.0 L/ha
(57% vs. 57% in 1 trial on Leaf 1 and 62% vs. 75% in 1 trial on Leaf 2). However, no significant
difference was noted in all trials.

Even if few data are available in winter triticale, FHO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha
(89% vs. 90% in 1 trial on Leaf 3). No significant difference was noted in this trial.

Finally, across 21 efficacy trials in winter cereals, 2-3 weeks after the second application, FHO04 at
4.0 L/ha provided a good level of efficacy (92% in 3 trials on Leaf 1, 89% in 9 trials on Leaf 2 and 83%
in 15 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar or slightly inferior to Proline at 0.8 L/ha (87% vs. 91% in 1 trial
on Leaf 1, 87% vs. 91% in 5 trials on Leaf 2 and 78% vs. 83% in 7 trials on Leaf 3). No significant
difference was noted in the trial on Leaf 1, in 4 out of 5 trials on Leaf 2, and in 6 out of 7 trials on
Leaf 3).

FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (94% vs. 94% in 2 trials on Leaf 1, 92% vs. 93%
in 3 trials on Leaf 2 and 89% vs. 90% in 4 trials on Leaf 3). No significant difference was noted in all
trials.

FHOO4 at 4.0 L/ha was similar or even superior to Prosaro at 1.0 L/ha (86% vs. 79% in 3 trials on
Leaf 3). No significant difference was noted in all trials.
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Even if few data are available, FHOO4 at 4.0 L/ha was slightly inferior to Blizzard Xtra at 1.0 L/ha
(92% vs. 97% in 1trial on Leaf 1, 92% vs. 96% in 1 trial on Leaf 2 and 92% vs. 91% in 1 trial on
Leaf 3). No significant difference was noted in this trial.

At the last valid assessment after the second application, FHOO4 at 4.0 L/ha provided a good level of
efficacy (76% in 11 trials on Leaf 1, 86% in 16 trials on Leaf 2 and 83% in 15 trials on Leaf 3).
Overall, FHOO04 at 4.0 L/ha was similar or slightly inferior to Proline at 0.8 L/ha (77% vs. 83% in 4
trials on Leaf 1, 85% vs. 86% in 10 trials on Leaf 2 and 78% vs. 83% in 7 trials on Leaf 3). No significant
difference was noted in 3 out of 4 trials on Leaf 1, in 9 out of 10 trials on Leaf 2, and in 6 out of 7 trials
on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (94% vs. 94% in 2 trials on Leaf 1,
92% vs. 93% in 3 trials on Leaf 2 and 89% vs. 90% in 4 trials on Leaf 3). No significant difference was
noted in all trials.

FHOO4 at 4.0 L/ha was similar or even superior to Prosaro at 1.0 L/ha (62% vs. 63% in 2 trials on Leaf 1,
and 86% vs. 79% in 3 trials on Leaf 3). No significant difference was noted in all trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha (92% vs. 90%
in 1 trial on Leaf 2 and 92% vs. 91% in 1 trial on Leaf 3). No significant difference was noted in this
trial.

Even if few data are available, FHOO4 at 4.0 L/ha was similar or inferior to Adexar at 1.0 L/ha
(79% vs. 94% in 2 trials on Leaf 1 and 92% vs. 91% in 1 trial on Leaf 3). However, no significant
difference was noted in all trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar or inferior to Opera N at 1.0 L/ha
(57% vs. 57% in 1trial on Leaf 1 and 62% vs. 75% in 1 trial on Leaf 2). However, no significant
difference was noted in all trials.

Border countries of Poland

Across 11 efficacy trials in winter wheat, 2-3 weeks after the second application, FHOO04 at 4.0 L/ha
provided a good level of efficacy (100% in 1 trial on Leaf 1, 85% in 4 trials on Leaf 2 and 74% in 6 trials
on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar or even superior to Proline at 0.8 L/ha (100% vs. 100% in 1 trial
on Leaf 1, 85% vs. 76% in 4 trials on Leaf 2 and 72% vs. 68% in 5 trials on Leaf 3). No significant
difference was noted in all trials on Leaf 1, Leaf 2, and Leaf 3.

Even if few data are available, FHO04 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (80% vs. 31% in
1 trial on Leaf 3). No significant difference was noted in this trial.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (92% in 4 trials on Leaf 1, 86% in 9 trials on Leaf 2 and 76% in 8 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar or even superior to Proline at 0.8 L/ha (97% vs. 94% in 2 trials
on Leaf 1, 84% vs. 77% in 8 trials on Leaf 2 and 72% vs. 67% in 6 trials on Leaf 3). No significant
difference was noted in all trials on Leaf 1, Leaf 2, and Leaf 3.

FHOO04 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (88% vs. 54% in 2 trials on Leaf 1, 100% vs. 26%
in 1 trial on Leaf 2 and 89% vs. 25% in 2 trials on Leaf 3). This difference was significant in 1 out of 2
trials on Leaf 1 and in all trials on Leaf 2 and Leaf 3.

Even if few data are available in winter triticale (1 trial), FHOO04 at 4.0 L/ha was similar to Proline at
0.8 L/ha (100% vs. 100% on Leaf 2 and 96% vs. 97% on Leaf 3 at the last valid assessment after the
second application)

In durum wheat (1 trial), FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha (25% vs. 65% on Leaf 1,
20% vs. 65% on Leaf 2 and 13% vs. 34% on Leaf 3 at the last valid assessment after the second
application). With low level of efficacy in the reference standard, this trial could be considered as non-
valid.

Finally, across 13 efficacy trials in winter cereals, 2-3 weeks after the second application, FHO04 at
4.0 L/ha provided a medium level of efficacy (66% in 2 trials on Leaf 1, 72% in 5 trials on Leaf 2 and
65% in 7 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar (except on Leaf 1) to Proline at 0.8 L/ha (67% vs. 94% in 2
trials on Leaf 1, 72% vs. 75% in 5 trials on Leaf 2 and 63% vs. 63% in 6 trials on Leaf 3). No significant
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difference was at least noted in 1 out of 2 trials on Leaf 1, in 4 out of 5 trials on Leaf 2, and in the 6
trials on Leaf 3).

Even if few data are available, FHO04 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (80% vs. 31% in
1 trial on Leaf 3). No significant difference was noted in this trial.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a medium level
of efficacy (79% in 5 trials on Leaf 1, 81% in 11 trials on Leaf 2 and 72% in 10 trials on Leaf 3).
Overall, FHOO4 at 4.0 L/ha was similar (except on Leaf 1) to Proline at 0.8 L/ha (73% vs. 84% in 3
trialson Leaf 1, 79% vs. 78% in 10 trials on Leaf 2 and 68% vs. 67% in 8 trials on Leaf 3). No significant
difference was at least noted in 2 out of 3 trials on Leaf 1, in 9 out of 10 trials on Leaf 2, and in the 8
trials on Leaf 3).

FHOO4 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (88% vs. 54% in 2 trials on Leaf 1, 100% vs. 26%
in 1 trial on Leaf 2 and 89% vs. 25% in 2 trials on Leaf 3). This difference was significant in 1 out of 3
trials on Leaf 1 and in all trials on Leaf 2 and Leaf 3.

All EPPO climatic zones

A total of 31 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in winter wheat against SEPTTR.

2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a good level of efficacy (94% in 4
trials on Leaf 1 and 88% in 13 trials on Leaf 2 and 80% in 20 trials on Leaf 3) overall similar to Proline,
Prosaro, or Blizzard Xtra, or superior to Amistar.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (80% in 15 trials on Leaf 1 and 86% in 25 trials on Leaf 2 and 80% in 22 trials on Leaf 3)
overall similar or even superior to Proline, Amistar, Prosaro, Blizzard Xtra or slightly inferior to Adexar
or Opera N.

Even if few data are available in winter triticale (2 trials), 2-3 weeks after the second application, FHO04
at 4.0 L/ha provided a good level of efficacy (89% in 1 trial on Leaf 3) similar to Proline. At the last
valid assessment after the second application, FHOO04 at 4.0 L/ha provided a very good level of efficacy
(100% in 1 trial on Leaf 2 and 93% in 2 trials on Leaf 3) overall similar to Proline, or Amistar.

In durum wheat (1 trial), FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha, but with low level of
efficacy in the reference standard, this trial could be considered as non-valid.

Finally, atotal of 34 efficacy trials across Northeast EPPO climatic zone and border countries of Poland
are summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in cereals against SEPTTR.

2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a medium level of efficacy (82%
in 5 trials on Leaf 1 and 83% in 14 trials on Leaf 2 and 78% in 22 trials on Leaf 3) overall similar to
Proline, Prosaro, or Blizzard Xtra, or superior to Amistar.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a medium level
of efficacy (77% in 16 trials on Leaf 1 and 84% in 27 trials on Leaf 2 and 79% in 25 trials on Leaf 3)
overall similar or even superior to Proline, Amistar, Prosaro, Blizzard Xtra or slightly inferior to Adexar
or Opera N.

The difference between the reference standards (with more than 5 assessments) can be illustrated by box
plot graphic on leaves (Leaf 1, Leaf 2 and Leaf 3) (Figure 3.2-9). Overall, FHOO04 at 4.0 L/ha had at
least (or even better) the same level of efficacy and the same dispersion and variation between means
than the tested reference standards.
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Figure 3.2-9 Efficacy of FHOO04 - Winter cereals - SEPTTR - Last valid assessment - Box Plot graphic
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To conclude, FHOO4 at 4.0 L/ha provided efficient and reliable control of SEPTTR in cereals
crops overall similar to all tested reference standards: Proline, Amistar, Prosaro, Blizzard Xtra,
Adexar or Opera N.

Based on this, the authorization of FHOO04 is requested at 4.0 L /ha for the control of leaf spot of
cereals (Zymoseptoria tritici - SEPTTR).

Comments of zZRMS:
SEPTTR in wheat, triticale and durum wheat*

Comparison of the test item's efficacy, in control of SEPTTR, to mean efficacy of all standards in 31 trials in
soft winter wheat and in 2 trials in triticale (Table 3.2-21) shows in principle the statistical uniformity, standing
for equivalence to the standards, of the FHOO04 at its target dose rate of 4.0 L/ha. The significant advantage of
FHOO04 over the average performance of standards has been reported from 5 data points, and performance of the
product significantly inferior to standards — from 3 data points only, over the total of 62 data points from the 31
winter soft wheat trials summarized. Much the same has been concluded from specific comparison to standards
containing prothioconazole (Table 3.2-22): 5 data points per 37 indicate statistically significant inferior per-
formance of FHO04 compared to standards, otherwise the performance is equivalent. Likewise in comparison
to strobilurin (azoxystrobin) references (Table 3.2-23), although here the 5 data points, per total of 13, show-
ing significant advantage of the test item come from trials where azoxystrobin had shown efficacy 25-54%,
making validity of the data doubtful. The remaining 8 data points, nonetheless, indicate at least efficacy of the
FHOO04 bing equivalent to azoxystrobin. The comparisons to standards that are two-way manufacturer's mix-
tures of: DMI x DMI (Table 3.2-24), DMI x Strobilurin (Table 3.2-25, 3.2-27) or DMI x SDHI (Table 3.2-26)
were carried out only in winter soft wheat crop. None of these comparisons resulted in statistical significance in
neither type of differences: the performance of the FHO04 has been shown fully equivalent to all these standards.

Efficacy in control of SEPTTR in winter rye was assessed in only one trial. The infection level in the UNCK
plots in that trial was <<5% on the day of the 2" application and on the following dates, therefore the trial is not
included in the efficacy assessment.

Winter triticale has been represented by 2 trials only and no significant differences have been found between
the test item and (1) the average of all standards, (2) the average of prothioconazole standards and (3) the stro-
bilurin standards, in the efficacy against SEPTTR (efficacy of FHO04 equivalent to standards).

*In a single winter durum wheat trial the test item performed drastically low with no explanation offered on
the fact, with 4 data points per 6 testifying to significantly inferior performance of the FHO04 compared to
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average efficacy of standards. With the efficacy of 20%-33% and the standards performing 65%-89% (L3 data
points excluded for the standards™ performance <35%) there is no point to discuss efficacy in the crop at all.

PUCCRE PUCCST
ZRMS Abstract

3.2.3.3 Efficacy trials results for the control of brown rust (Puccinia recondita -
PUCCRE)

The intended label claim against brown rust (Puccinia recondita - PUCCRE) in wheat, triticale or rye
is for 2 applications of FHOO4 at dose rate of 4.0 L/ha at BBCH 27-69.

A total of 22 valid efficacy trials were carried out to confirm the efficacy of FHOO04 applied at 4.0 L/ha
to control of PUCCRE in winter wheat (10 trials), durum wheat (1 trial), winter triticale (1 trial) or
winter rye (10 trials). These trials were carried out from 2020 to 2023 in the Northeast EPPO climatic
zone (12 trials in Poland) and Poland border countries (9 trials in Germany, 1 trial in Czech Republic)
in winter cereals. However, an analysis by crop is also provided hereafter.

In accordance with EPPO guideline PP1/257, all data against Puccinia recondita (PUCCRE) in winter
and spring wheat, durum wheat, spelt, rye, and triticale can be considered as comparable and merged in
this section. All observations are summarised in comparison to all, or to particular

reference standards: Table 3.2-28 (All reference standards), Table 3.2-29 (Proline), Table 3.2-30
(Amistar), Table 3.2-31 (Prosaro (1.0 L/ha) [A] + Fandango (1.0 L/ha) [B]).
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Table 3.2-28:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCRE - Disease severity on leaves - Comparison with all references standards

Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) All reference standards FHOO04 (4.0 L/ha)
Parameters | Assessment date cIimEaF;ii Cz)one Parts Tgé&f Untreated Prothioconazole + Sulphur - is significantly®
200+2500 g a.s./ha - >;=;<to
Mean | Min | Max | Mean Min Max S.D. Mean Min Max S.D. All reference standards
2-3 weeks after the Leaf 1 2 53 {53 |54 97.1 95.7 98.6 1.4 96.0 95.2 96.8 0.8 0>;2=;0<
second application Northeast Leaf 2 2 5.1 51 {52 100.0 100.0 100.0 0.0 100.0 100.0 100.0 0.0 0>;2=;0<
Leaf 3 4 58 (51 | 65 97.7 96.0 100.0 1.6 97.2 95.1 99.6 1.8 0>;4=;0<
Leaf 1 5 62 (53 :79 89.7 68.8 98.6 11.3 88.9 64.1 99.0 12.8 0>;5=;0<
Northeast Leaf 2 5 79 47 117 86.5 58.4 98.8 14.8 86.9 56.9 98.8 15.4 0>;5=;0<
Disease Leaf 3 4 69 (59 79 95.8 92.1 100.0 34 95.9 924 99.6 3.1 0>;4=;0<
severity on . Border countries ;5=
ol Vzheat Last \;?:e,? tﬁfiﬁimem der count Leafl | 5 |287 82 543 852 68.3 100.0 13.9 84.9 65.0 100.0 13.8 0>;5=;0<
application Czech Republic, | eaf2 | 2 | 171 160 181 | 756 57.8 93.4 17.8 79.8 66.8 92.8 13.0 0>;2=;0<
Germany)
All EPPO Leaf 1 10 | 175 : 53 543 87.5 68.3 100.0 12.9 86.9 64.1 100.0 135 0>;10=; 0<
climatic zones Leaf 2 7 105 | 47 181 83.4 57.8 98.8 16.5 84.9 56.9 98.8 15.1 0>;7=;0<
Leaf 3 4 69 (59 79 95.8 92.1 100.0 34 95.9 92.4 99.6 3.1 0>;4=;0<
Disease iéigxze:Spamzrtit:: Northeast Leaf3 | 1 | 52 | - - 94.4 - - - 94.8 - - . 0>:1=:0<
severity on | Last valid assessment Leaf 1 1 5.4 - - 100.0 - - - 100.0 - - - 0>;1=;0<
winter triticale after the 2 Northeast Leaf 2 1 6.0 - - 95.6 - - - 96.4 - - - 0>,1=,0<
application Leaf 3 1 7.9 - - 90.7 - - - 93.0 - - - 0>;1=;0<
seetle??f; ?)n Last valid assessment [Border countries| Leafl | 1 | 94 @ - - 6.5 - - - 330 - - - 0>:0=; 1<
> after the 2" of Poland
winter durum S
wheat application (Germany) | Leaf2 | 1 | 47 @ - - 13.5 - - - 8.7 - - - 0>;1=;0<
2-3 weeks after the Leaf 1 2 66 59 73 100.0 100.0 100.0 0.0 100.0 100.0 100.0 0.0 0>;2=;0<
second application Northeast Leaf 2 5 63 (52 79 97.4 92.5 100.0 3.3 98.0 94.7 100.0 2.1 0>;5=;0<
Leaf 3 6 6.1 52 65 95.1 93.0 97.0 1.2 96.8 95.2 98.1 1.0 0>;5=; 1<
Leaf 1 6 71 59 77 99.8 98.6 100.0 0.5 99.9 99.3 100.0 0.3 0>;6=;0<
Disease Northeast Leaf 2 6 77 75 81 91.2 86.7 945 24 94.3 93.1 96.8 1.3 0>;4=;2<
severity on ) _ Leaf 3 6 78 67 99 91.7 88.1 93.9 2.0 94.6 93.7 95.4 0.8 0>;4=;2<
winter rye | Last valid assessment |Border countries| |eaf1 | 3 | 119 52 243 | 802 55.6 98.8 18.1 79.0 63.9 93.2 12.0 0>;3=;0<
after the 2" of Poland
application (Germany) | Leaf2 | 4 | 169 51 415| 816 54.0 100.0 17.2 82.2 66.1 99.2 123 0> 4=;0<
All EPPO Leaf 1 9 8.7 52 243 93.3 55.6 100.0 14.0 92.9 63.9 100.0 12.0 0>;9=;0<
climatic zones Leaf 2 4 114 51 415 87.4 54.0 100.0 12.0 89.5 66.1 99.2 9.8 0>;8=;2<
Leaf 3 6 78 6.7 99 91.7 88.1 93.9 2.0 94.6 93.7 95.4 0.8 0>;4=;2<
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Percentage of efficacy (%)

No. of assessments where

EPPO No. of Untreated F!—|OO4 (4.0 L/ha) All reference standards FHOO4 (_4.0 L/f:g)
Parameters | Assessment date climatic zone Parts trials Prothioconazole + Sulphur - is significantly
200+2500 g a.s./ha - >=<to
Mean | Min | Max | Mean Min Max S.D. Mean Min Max S.D. All reference standards
2-3 weeks after the Leaf 1 4 60 {53 : 73 98.6 95.7 100.0 1.8 98.0 95.2 100.0 2.1 0>;4=;0<
second application Northeast Leaf 2 7 6.0 51 : 79 98.2 92.5 100.0 3.0 98.6 94.7 100.0 2.0 0>;7=;0<
Leaf3 | 11 | 59 51 : 65 96.0 93.0 100.0 1.9 96.8 94.8 99.6 15 0>;10=; 1<
Leaf 1 12 6.6 53 {79 95.6 68.8 100.0 8.8 95.3 64.1 100.0 9.9 0>;12=;0<
Northeast Leaf 2 12 1.7 47 117 89.6 58.4 98.8 10.1 91.4 56.9 98.8 10.7 0>;10=;2<
Disease Leaf3 | 11 | 75 {59 | 99 93.1 88.1 100.0 33 94.9 924 99.6 2.1 0>;9=;2<
severity on . Border countries ;8=
ot cé’reals Last \a,?tg?t?]sszsjmem cer oount Leafl | 9 |210 52 543 | 748 6.5 100.0 | 284 772 33.0 1000 | 201 0>;8=;1<
aoplication Czech Republic, |eaf2 | 7 | 152 47 415| 701 135 1000 | 283 71.0 8.7 99.2 28.0 0>;7=;0<
P Germany)
All EPPO Leaf 1 21 | 128 i 52 :543 86.7 6.5 100.0 22.3 87.6 33.0 100.0 17.6 0>;20=; 1<
climatic zones Leaf 2 19 | 105 : 47 :415 82.5 13.5 100.0 21.2 83.9 8.7 99.2 21.4 0>;17=;2<
Leaf3 | 11 | 75 {59 |99 93.1 88.1 100.0 33 94.9 924 99.6 2.1 0>;9=;2<

(@) Comparison based on statistics carried out in each trial report.
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Table 3.2-29:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCRE - Disease severity on leaves - Comparison with Proline (0.8 L/ha) or Protendo 300 EC (0.65
L/ha)
Percentage of efficacy (%) No. of assessments where
Proline (0.8 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date EPPO Parts No. off  Untreated FHOO04 (4.0 L/ha) Proline 275 (0.72 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Prothioconazole >=:<to
200+2500 g a.s./ha 200 g a.s./ha Proline (0.8 L/ha)
Mean: Min . Max | Mean Min Max S.D. Mean Min Max S.D. Proline 275 (0.72 L/ha)
2-3 weeks after the A
second application Northeast Leaf3 | 1 5.9 - - 98.3 - - - 98.3 - - - 0>;1=;0<
Leaf 1 2 75 72 79 77.9 68.8 87.0 9.1 76.8 64.1 89.5 12.7 0>;2=;0<
Northeast Leaf 2 2 8.2 47 i11.7| 718 58.4 85.2 134 72.8 56.9 88.6 15.8 0>;2=;0<
Leaf3 | 1 5.9 - - 98.3 - - - 98.3 - - - 0>;1=;0<
Disease Border Leafl | 5 |28.7 82 :543| 852 68.3 100.0 13.9 84.9 65.0 100.0 13.8 0>;5=;0<
- - countries of
severity on Last valid Poland
winter wheat| assessment after
nd annlicati (Czech Leaf2 | 2 |17.1 16.0 181 | 75.6 57.8 93.4 178 79.8 66.8 92.8 13.0 0>;2=;0<
the 2" application Republic
Germany)
All EPPO Leafl | 7 |227 7.2 543| 83.1 68.3 100.0 13.2 82.6 64.1 100.0 14.0 0>;7=;0<
climatic zones Leaf 2 4 1126 47 181| 737 57.8 93.4 15.9 76.3 56.9 92.8 14.9 0>;4=;0<
Leaf3 | 1 5.9 - - 98.3 - - - 98.3 - - - 0>;1=;0<
Disease . Border
- Last valid - Leafl | 1 9.4 - - 6.5 - - - 33.0 - - - 0>;0=; 1<
SEVerty On | ocgeqoment after | CUNeS of
nd i i _ _ _ _ _ _ _ _ 1=
durum wheat the 2" application (Germany) Leaf 2 1 4.7 135 8.7 0>;1=;0<
2-3 weeks after the Northeast Leaf 2 3 54 52 :56 | 100.0 100.0 100.0 0.0 99.6 98.7 100.0 0.6 0>;3=;0<
second application Leaf3 | 4 6.2 1 57 | 65 94.6 93.0 95.7 1.0 96.5 95.2 97.7 1.1 0>;3=; 1<
Leafl1 | 4 | 73 6.8 7.7 | 99.7 98.6 100.0 0.6 99.8 99.3 100.0 0.3 0>;4=;0<
Northeast Leaf2 | 5 | 7.7 75 :81 | 90.1 86.7 91.6 2.0 93.6 93.1 94.3 0.5 0>;2=;2<
Discase Leaf3 | 4 | 75 6.7 94| 907 88.1 92.8 1.8 94.2 93.7 95.2 0.6 0>;2=;2<
severity on Last valid Bor(_jer Leaf1 | 3 |11.9 5.2 :243| 802 55.6 98.8 18.1 79.0 63.9 93.2 12.0 0>;3=;0<
- countries of
winter rye | assessment after
nd inati Poland Leaf 2 4 1169 51 415| 816 54.0 100.0 17.2 82.2 66.1 99.2 12.3 0>;4=;0<
the 2" application (Germany)
All EPPO Leafl | 7 93 52 243| 91.3 55.6 100.0 15.3 90.9 63.9 100.0 13.0 0>;7=;0<
climatic zones Leaf2 | 8 |12.3 5.1 :415| 858 54.0 100.0 13.0 87.9 66.1 99.2 10.4 0>;6=;2<
Leaf 3 4 75 1 6.7 94 90.7 88.1 92.8 1.8 94.2 93.7 95.2 0.6 0>;2=;2<
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Percentage of efficacy (%) No. of assessments where
Proline (0.8 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date | .. EPPO parts INO- off  Untreated Fﬁ004 (4.0 L/ha) Proline 275 (0.72 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Prothioconazole >=:<to
200+2500 g a.s./ha 200 g a.s./ha Proline (0.8 L/ha)
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Proline 275 (0.72 L/ha)
2-3 weeks after the Northeast Leaf2 | 3 | 54 52 56| 1000 @ 100.0 : 100.0 0.0 99.6 98.7 100.0 0.6 0>;3=;0<
second application Leaf3 | 5 | 61 57 65| 953 93.0 98.3 1.8 96.9 95.2 98.3 1.2 0>;4=;1<
Leaf 1 6 74 68 7.9 92.4 68.8 100.0 11.6 92.2 64.1 100.0 13.1 0>;6=;0<
Northeast Leaf 2 6 7.9 47 117| 84.0 58.4 91.6 11.7 86.7 56.9 94.3 134 0>;4=;2<
Leaf 3 5 72 59 94 92.2 88.1 98.3 34 95.0 93.7 98.3 1.8 0>;3=;2<
Disease Border Leafl | 9 |21.0 52 543| 7438 65 1000 @284 | 772 @ 330 | 1000 @201 0>;8=;1<
severity on Last valid countries of
winter Poland
assessment after
cereals | .\ “ond application (Czech Leaf2 | 7 |152 47 415| 701 135 | 1000 | 283 | 710 8.7 99.2 28.0 0>;7=;0<
Republic,
Germany)
All EPPO Leafl | 15 | 155 52 :54.3| 819 6.5 100.0 24.7 83.2 33.0 100.0 19.1 0>;14=; 1<
climatic zones Leaf2 | 13 | 118 : 4.7 :415| 765 135 100.0 23.3 78.2 8.7 99.2 23.8 0>;11=;2<
Leaf3 | 5 | 72 59 94| 922 88.1 98.3 3.4 95.0 93.7 98.3 1.8 0>;3=;2<

(@) Comparison based on statistics carried out in each trial report.
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Table 3.2-30:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCRE - Disease severity on leaves - Comparison with Makler 250 SE / Amistar (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
Makler 250 SE / Amistar FHOO04 (4.0 L/ha)
Parameters| Assessment date | . E PO parts [NO-Of  Untreated F.H o0t 80 Lha) (1.0 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Azoxystrobin >;=;<to
200+2500 g a.s./ha 250 g a.s./ha Makler 250 SE / Amistar
Mean: Min  Max | Mean Min Max S.D. Mean Min Max S.D. (1.0 L/ha)
2.3 weeks after the Leaf 1 2 53 53 54 97.1 95.7 98.6 14 96.0 95.2 96.8 0.8 0>:2=:0<
Disease | second application Northeast Leaf 2 2 51 51 52| 100.0 100.0 100.0 0.0 100.0 100.0 100.0 0.0 0>;2=;0<
severity on Leaf 3 2 53 51 55 96.3 96.0 96.6 0.3 95.5 95.1 95.8 0.4 0>;2=;0<
winter wheat Last valid Leaf 1 2 53 53 54 97.1 95.7 98.6 14 96.0 95.2 96.8 0.8 0>;2=;0<
assessment after the| Northeast | Leaf2 | 2 | 7.4 173 176 | 952 94.7 95.6 0.4 95.1 95.0 95.2 0.1 0>;2=;0<
2" application Leaf3 | 2 | 76 73 79| 925 92.1 92.9 04 92.8 924 93.2 0.4 0>;2=;0<
. 2-3 weeks after the

seE/)eler‘ia?;zn second appli_cation Northeast Leaf 3 1 5.2 - - 94.4 - - - 94.8 - - - 0>;1=;0<
winter Last valid Leafl | 1 5.4 - - 100.0 - - - 100.0 - - - 0>;1=;0<
triticale assessment_ aftgr Northeast Leaf 2 1 6.0 - - 95.6 - - - 96.4 - - - 0>;1=;0<
the 2™ application Leaf3 | 1 | 79 | - - 90.7 - - - 93.0 - - - 0>:1=;0<
2.3 weeks after the Leafl | 2 | 6.6 59 73| 100.0 100.0 @ 100.0 0.0 100.0 : 100.0 : 100.0 0.0 0>;2=;0<
Disease | second application Northeast | Leaf2 | 2 | 7.8 1 76 7.9 | 935 92.5 94.5 1.0 95.8 94.7 96.8 1.1 0>;2=:0<
severity on _ Leaf3 | 2 | 59 52 65| 96.1 95.2 97.0 0.9 97.4 96.8 98.1 0.6 0>;2=;0<
winter rye Last valid Leaf1 | 2 | 66 59 73| 100.0 @ 100.0 : 100.0 0.0 100.0 | 100.0 @ 100.0 0.0 0>;2=;0<
assessment after the | Northeast Leaf 2 2 78 76 79 93.5 92.5 94.5 1.0 95.8 94.7 96.8 1.1 0>;2=;0<
2" application Leaf3 | 2 [ 84 6.8 99| 936 93.4 93.9 0.3 95.4 95.4 95.4 0.0 0>;2=;0<
2.3 weeks after the Leaf1 | 4 | 6.0 53 73| 986 95.7 100.0 1.8 98.0 95.2 100.0 2.1 0> 4=:0<
Disease | c.oond application Northeast | Leaf2 | 4 | 6.4 51 7.9 | 96.8 92.5 100.0 3.3 97.9 94.7 100.0 2.3 0>;4=;0<
severity on Leaf 3 5 55 51 65 95.8 94.4 97.0 1.0 96.1 94.8 98.1 1.2 0>;5=;0<
winter Last valid Leaf 1 5 58 53 7.3 98.9 95.7 100.0 1.7 98.4 95.2 100.0 2.0 0>;5=;0<
cereals  |assessment after the| Northeast | Leaf2 | 5 | 73 6.0 7.9 | 94.6 92.5 95.6 1.1 95.6 94.7 96.8 0.9 0>,;5=;0<
2M application Leaf3 | 5 |80 68 99| 926 = 907 = 939 11 939 = 924 | 954 13 0>;5=;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-31:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCRE - Disease severity on leaves - Comparison with Prosaro (1.0 L/ha) [A] +Fandango (1.0 L/ha)

[B]
Percentage of efficacy (%)
Prosaro (1.0 L/ha) [A] + No. of assessments where
FHO04 (4.0 L/ha) Fandango (1.0 L/ha) [B] FHOO4 (4.0 L/ha)
EPPO No.off  Untreated . Prothioconazole + Fluoxastrobin is significantly®
Parameters| Assessment date climatic zone Parts trials Prothioconazole + Sulphur Prothioconazole + Tebuconazole =< 1o
150+150 g a.s./ha Prosaro (1.0 L/ha) [A] +
200+2500 g as./na 125+125 g a.s/ha Fandango (L.0 L/ha) [B]
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D.
2-3 weeks after the A
Disease | second application Northeast | Leaf3 | 1 | 65 | - - 100.0 - - - 99.6 - - - 0>;1=;0<
severity on Last valid Leafl | 1 5.4 - - 98.5 - - - 99.0 - - - 0>;1=;0<
winter wheat|assessment after the | Northeast Leaf2 | 1 8.4 - - 98.8 - - - 98.8 - - - 0>;1=;0<
2" application Leaf3 | 1 | 65 ¢ - - 100.0 - - - 99.6 - - - 0>;1=;0<

(@ Comparison based on statistics carried out in each trial report.
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22 trials are available to justify the efficacy of FHOO4 at 4.0 L/ha in Poland. After the 2™ application,
the disease in the untreated plot attacked from 5% to 54% of the flag leaves (Leaf 1) area, from 5% to
42% of the flag leaves minus 1 (Leaf 2) and from 6% to 10% of the flag leaves minus 2 ( Leaf 3) area.
Northeast EPPO climatic zone

Across 5 efficacy trials in winter wheat, 2-3 weeks after the second application, FHO04 at 4.0 L/ha
provided a high level of efficacy (97% in 2 trials on Leaf 1, 100% in 2 trials on Leaf 2 and 98% in
4 trials on Leaf 3).

FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (97% vs. 96% in 2 trials on Leaf 1, 100% vs. 100%
in 2 trials on Leaf 2 and 96% vs. 96% in 2 trials on Leaf 3). No significant difference was noted in all
trials.

For information, FHO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (98% vs. 98% in 1 trial on Leaf 3).
No significant difference was noted in this trial.

For information, FHOO04 at 4.0 L/ha was similar to the program Prosaro at 1.0 L/ha at the first application
and Fandango at 1.0 L/ha at the second application (100% vs. 100% in 1 trial on Leaf 3). No significant
difference was noted in this trial.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (90% in 5 trials on Leaf 1, 87% in 5 trials on Leaf 2 and 96% in 4 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (78% vs. 77% in 2 trials on Leaf 1,
72% vs. 73% in 2 trials on Leaf 2 and 98% vs. 98% in 2 trials on Leaf 3). No significant difference was
noted in all trials.

FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (97% vs. 96% in 2 trials on Leaf 1, 95% vs. 95%
in 2 trials on Leaf 2 and 93% vs. 93% in 2 trials on Leaf 3). No significant difference was noted in all
trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to the program Prosaro at 1.0 L/ha at the
first application and Fandango at 1.0 L/ha at the second application (99% vs. 99% in 1 trial on Leaf 1,
99% vs. 99% in 1 trial on Leaf 2 and 100% vs. 100% in 1 trial on Leaf 3). No significant difference was
noted in this trial.

Even if few data are available in winter triticale (1 trial), FHOO4 at 4.0 L/ha was similar to Amistar at
1.0 L/ha (94% vs. 95% in 1 trial on Leaf 3, 2-3 weeks after the second application and 100% vs. 100%
on Leaf 1, 96% vs. 96% on Leaf 2 and 91% vs. 93% on Leaf 3). No significant difference was noted in
this trial.

Across 6 efficacy trials in winter rye, 2-3 weeks after the second application, FHO04 at 4.0 L/ha
provided a high level of efficacy (100% in 2 trials on Leaf 1, 97% in 5 trials on Leaf 2 and 95% in
6 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (100% vs. 100% in 3 trials on Leaf 2 and
95% vs. 97% in 4 trials on Leaf 3). No significant difference was noted in the 3 trials on Leaf 2, and in
3 out of 4 trials on Leaf 3).

FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (100% vs. 100% in 2 trials on Leaf 1, 94% vs. 96%
in 2 trials on Leaf 2 and 96% vs. 97% in 2 trials on Leaf 3). No significant difference was noted in all
trials.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (100% in 6 trials on Leaf 1, 97% in 5 trials on Leaf 2 and 95% in 6 trials on Leaf 3).
Overall, FHO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (100% vs. 100% in 4 trials on Leaf 1,
90% vs. 94% in 5 trials on Leaf 2 and 91% vs. 94% in 4 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1, in 2 out of 4 trials on Leaf 2, and in 2 out of 4 trials on Leaf 3).

FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (100% vs. 100% in 2 trials on Leaf 1, 94% vs. 96%
in 2 trials on Leaf 2 and 94% vs. 95% in 2 trials on Leaf 3). No significant difference was noted in all
trials.

Finally, across 12 efficacy trials in winter cereals, 2-3 weeks after the second application, FHO04 at
4.0 L/ha provided a high level of efficacy (99% in 4 trials on Leaf 1, 98% in 7 trials on Leaf 2 and 96%
in 11 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (100% vs. 100% in 3 trials on Leaf 2 and
95% vs. 97% in 5 trials on Leaf 3). No significant difference was noted in the 3 trials on Leaf 2, and in
4 out of 5 trials on Leaf 3).
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FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (99% vs. 98% in 4 trials on Leaf 1, 97% vs. 98%
in 4 trials on Leaf 2 and 96% vs. 96% in 5 trials on Leaf 3). No significant difference was noted in all
trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to the program Prosaro at 1.0 L/ha at the
first application and Fandango at 1.0 L/ha at the second application (100% vs. 100% in 1 trial on Leaf 3).
No significant difference was noted in this trial.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (96% in 12 trials on Leaf 1, 90% in 12 trials on Leaf 2 and 93% in 11 trials on Leaf 3).
Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (92% vs. 92% in 6 trials on Leaf 1,
84% vs. 87% in 6 trials on Leaf 2 and 92% vs. 95% in 5 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1, in 4 out of 6 trials on Leaf 2, and in 3 out of 5 trials on Leaf 3).

FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (99% vs. 98% in 5 trials on Leaf 1, 95% vs. 96%
in 5 trials on Leaf 2 and 93% vs. 94% in 5 trials on Leaf 3). No significant difference was noted in all
trials.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to the program Prosaro at 1.0 L/ha at the
first application and Fandango at 1.0 L/ha at the second application (99% vs. 99% in 1 trial on Leaf 1,
99% vs. 99% in 1 trial on Leaf 2 and 100% vs. 100% in 1 trial on Leaf 3). No significant difference was
noted in this trial.

Border countries of Poland

Across 5 efficacy trials in winter wheat,, at the last valid assessment after the second application, FHO04
at 4.0 L/ha provided a medium level of efficacy (85% in 5 trials on Leaf 1, and 76% in 2 trials on Leaf 2).
Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (85% vs. 85% in 5 trials on Leaf 1, and
76% vs. 80% in 7 trials on Leaf 2). No significant difference was noted in all trials.

In durum wheat (1 trial), FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha, but with low level of
efficacy in the reference standard, this trial could be considered as non-valid.

Across 4 efficacy trials in winter rye, at the last valid assessment after the second application, FHO04
at 4.0 L/ha provided a good level of efficacy (80% in 3 trials on Leaf 1, and 82% in 4 trials on Leaf 2).
Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (80% vs. 79% in 3 trials on Leaf 1, and
82% vs. 82% in 4 trials on Leaf 2). No significant difference was noted in all trials.

Finally, across 10 efficacy trials in winter cereals, at the last valid assessment after the second
application, FHOO04 at 4.0 L/ha provided a medium level of efficacy (75% in 9 trials on Leaf 1, and 70%
in 7 trials on Leaf 2).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (75% vs. 77% in 9 trials on Leaf 1, and
70% vs. 71% in 7 trials on Leaf 2). No significant difference was at least noted in 8 out of 9 trials on
Leaf 1, and in the 7 trials on Leaf 2).

All EPPO climatic zones

A total of 10 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in winter wheat against PUCCRE.

2-3 weeks after the second application, FHOO04 at 4.0 L/ha provided a high level of efficacy (97% in
2 trials on Leaf 1, 100% in 2 trials on Leaf 2 and 98% in 4 trials on Leaf 3) similar to Proline, Amistar,
or the program Prosaro / Fandango.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (88% in 10 trials on Leaf 1, 83% in 7 trials on Leaf 2 and 96% in 4 trials on Leaf 3) similar to
Proline, Amistar, or the program Prosaro / Fandango.

Even if few data are available in winter triticale (1 trial), 2-3 weeks after the second application, FHO04
at 4.0 L/ha provided a good level of efficacy (94% in 1 trial on Leaf 1) similar to Amistar. At the last
valid assessment after the second application, FHOO04 at 4.0 L/ha provided a very good level of efficacy
(100% on Leaf 1, 96% on Leaf 2 and 91% on Leaf 3) similar to Amistar.

In durum wheat (1 trial), FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha, but with low level of
efficacy in the reference standard, this trial could be considered as non-valid.

A total of 10 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in winter rye against PUCCRE.
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2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a high level of efficacy (100% in
2 trials on Leaf 1, 97% in 5 trials on Leaf 2 and 95% in 6 trials on Leaf 3) similar to Proline, or Amistar.
At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (93% in 9 trials on Leaf 1, 87% in 4 trials on Leaf 2 and 92% in 6 trials on Leaf 3) similar to
Proline, or Amistar.

Finally, a total of 22 efficacy trials across Northeast EPPO climatic zone and border countries of Poland
are summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in cereals against PUCCRE.

2-3 weeks after the second application, FHOO04 at 4.0 L/ha provided a high level of efficacy (99% in 4
trials on Leaf 1, 98% in 7 trials on Leaf 2 and 96% in 11 trials on Leaf 3) similar to Proline, Amistar, or
the program Prosaro / Fandango.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (87% in 21 trials on Leaf 1, 83% in 19 trials on Leaf 2 and 93% in 11 trials on Leaf 3) similar
to Proline, Amistar, or the program Prosaro / Fandango.

The difference between the reference standards (with more than 5 assessments) can be illustrated by box
plot graphic on leaves (Leaf 1, Leaf 2 and Leaf 3) (Figure 3.2-10). Overall, FHOO4 at 4.0 L/ha had at

least the same level of efficacy and the same dispersion and variation between means than the tested
reference standards.

Figure 3.2-10  Efficacy of FHOO04 - Winter cereals - PUCCRE - Last valid assessment - Box Plot graphic
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To conclude, FHOO4 at 4.0 L/ha provided efficient and reliable control of PUCCRE in cereals
crops similar to all tested reference standards: Proline, or Amistar.

Based on this, the authorization of FHOO04 is requested at 4.0 L /ha for the control of brown rust
of cereals (Puccinia recondita - PUCCRE).

Comments of zZRMS:
PUCCRE in wheat, rye, triticale and durum wheat*

Comparison of the test item’s efficacy, in control of PUCCRE, to mean efficacy of all standards in 10 trials in
soft winter wheat (Table 3.2-28) shows statistical uniformity, standing for equivalence to the standards, of the
FHOO4 at its target dose rate of 4.0 L/ha. The same has been concluded from specific comparison to standards
containing prothioconazole (Table 3.2-29), to strobilurin references (Table 3.2-30) and to the two-way man-
ufacturer’s mixtures of: DMI x Strobilurin or DMI x DMI (Table 3.2-31): the performance of the test item on
wheat is equivalent to all standards tested and to all possible values averaged between them.
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Altogether 10 trial tested efficacy in control of PUCCRE in winter rye (Table 3.2-28). In 2 trials per 6 from the
NE zone the efficacy difference <3% to the detriment of FHO04 was reported as statistically significant, which
the ZRMS has dismissed as meaningless at this stage, since neither the averaging efficacy of > 10 different
standards using >4 MsoA, nor <3% differences offer any practical implications. Otherwise, including the re-
maining 4 Maritime trials, the performance of the test item proved equivalent to average of standards. However,
comparison to standards containing prothioconazole (Table 3.2-29) reveals more adequately the reason un-
derlying the previously mentioned differences: the significant difference > 4% to the detriment of the FHO04
has been reported in these same trials just in contrast to solo-prothioconazole products averaged separately from
other standards. Contrastingly, no difference in performance of test item on rye was reported between the test
item and strobilurin-based standards and between the test item and DM x Strobilurin or DMI x DM stand-
ards (Table 3.2-31).

Winter triticale has been represented by 1 trial only and no significant differences have been found between
the test item and (1) the average of all standards, (2) the strobilurin standards, in the efficacy against PUCCRE
(efficacy of FHOO04 equivalent to standards).

*Winter durum wheat data for PUCCRE (Table 3.2-28) should be rejected as invalid, if only for the standard’s
averaged performance the level of 33%.

SEPTTR PUCCST
zZRMS Abstract

3.234 Efficacy trials results for the control of yellow rust (Puccinia striiformis —
PUCCST )

Comments of zZRMS:

For most of the time, including when referred to triticale crop, the applicant is using the EPPO code PUCCSI,
standing for Puccinia striiformis f. sp. tritici, which can be only found on wheat. In the complete data set only
3 trials explicitly identify the pathogen assessed as PUCCSI, this is on winter soft wheat crop. Otherwise, and
including all the other instances when winter wheat is meant, the testing units always code the assessed path-
ogen as PUCCST. The zRMS therefore can see no reason to discuss the efficacy of the test item in control of
the very specific pathogen: PUCCSI, while majority of the data submitted plainly testify of another: PUCCST.
The zRMS conclusions are thus concerned only with PUCCST.

The intended label claim against yellow rust (Puccinia striiformis — PUCCST ) in wheat and
triticale is for 2 applications of FHOO04 at dose rate of 4.0 L/ha at BBCH 27-69.

A total of 13 valid efficacy trials carried out in winter wheat (9 trials), durum wheat (1 trial) or triticale
(3 trials) were available to confirm the efficacy of FHOO04 applied at 4.0 L/ha for the control of yellow
rust (Puccinia striiformis - PUCCST ). These trials were carried out from 2020 to 2023 in the
Northeast EPPO climatic zone (8 trials in Poland, and 1 trial in Latvia) and Poland border countries (4
trials in Germany) in winter cereals.

In accordance with EPPO guideline PP1/257, all data against Puccinia striiformis (PUCCST )
in winter and spring wheat, durum wheat, spelt, and triticale can be considered as comparable and
merged in this section. However, an analysis by crop is also provided hereafter.

All observations are summarised in comparison to all, or to particular reference
standards: Table 3.2-32 (All reference standards), Table 3.2-33 (Proline), Table 3.2-34 (Amistar),
Table 3.2-35 (Gigant), and Table 3.2-36 (Blizzard Xtra).
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Table 3.2-32:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCST* - Disease severity on leaves - Comparison with all references standards
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) All reference standards FHOO04 (4.0 L/ha)
Parameters| Assessment date climEalziI?: Ozone Parts Tgég Untreated Prothioconazole + Sulphur - is significantly®
200+2500 g a.s./ha - >=<to
Mean: Min i Max | Mean Min Max S.D. Mean Min Max S.D. All reference standards
Leaf 1 3 55 45 6.6 99.3 98.6 100.0 0.6 99.3 98.6 100.0 0.6 0>;3=;0<
Northeast Leaf2 | 5 | 72 1 53 :89 | 993 97.8 100.0 0.8 94.0 73.3 100.0 104 0>;5=;0<
Leaf 3 5 6.9 54 93 91.9 68.1 100.0 12.0 95.6 87.4 100.0 4.7 0>;4=; 1<
Border Leaf 1 2 119.2:141:243| 625 28.4 96.7 34.1 97.7 97.0 98.3 0.7 0>;1=; 1<
2-3 weeks after the | countries of | Leaf 2 2 | 37484 :665| 64.1 29.0 99.2 35.1 99.8 99.6 100.0 0.2 0>;1=; 1<
second application (GF;fr'ﬁggy) Leaf3 | 1 [768 - - | 991 - - - | w6 - - - 0>;1=;0<
All EPPO Leaf 1 5 [11.0: 45 :243| 84.6 28.4 100.0 28.1 98.7 97.0 100.0 1.0 0>;4=; 1<
Disease climatic zones Leaf2 | 7 |[15.8 5.3 665| 89.3 29.0 100.0 24.6 95.7 73.3 100.0 9.2 0>;6=; 1<
severity on Leaf 3 6 |186: 54 :76.8| 93.1 68.1 100.0 11.3 96.2 87.4 100.0 4.6 0>;5=; 1<
\winter wheat Leaf1 | 4 | 60 51 74| 96.9 96.1 97.3 0.5 91.0 72.5 97.9 10.7 0>;4=;0<
Northeast Leaf 2 7 73 46 98 90.2 57.4 100.0 14.1 89.5 73.3 100.0 10.0 0>;6=; 1<
Leaf 3 5 74 57 93 90.9 68.1 100.0 11.8 95.1 87.4 100.0 5.0 0>;4=; 1<
Last valid Borc_ier Leaf1 | 3 |26.8 6.2 56.3| 71.3 27.6 96.8 31.0 81.0 53.0 98.0 20.0 1>;1=;1<
assessment after cogntlrlez of | Leaf2 | 2 |39.3:122 .665| 62.2 25.1 99.2 37.1 91.6 83.6 99.6 8.0 0>;1=; 1<
the 2" application (Ge(r)nigny) Leaf3 | 1 |768 - - 99.1 - - - 99.6 - - - 0>;1=;0<
All EPPO Leaf1 | 7 149 51 56.3| 859 27.6 97.3 24.0 86.8 53.0 98.0 16.2 1>;5=;1<
climatic zones Leaf 2 9 (144 46 :665| 84.0 25.1 100.0 24.4 90.0 73.3 100.0 9.6 0>;7=;2<
Leaf 3 6 |18.9: 57 i768| 923 68.1 100.0 11.2 95.9 87.4 100.0 4.9 0>;5=; 1<
2-3 weeks after the Northeast Leaf2 | 1 | 4.6 - - 100.0 - - - 100.0 - - - 0>;1=;0<
second application Leaf 3 2 54 1 47 6.2 94.5 94.3 94.7 0.2 94.1 93.6 94.6 0.5 0>;2=;0<
Leaf1 | 1 | 53 & - - 92.3 - - - 95.5 - - - 0>;1=;0<
Northeast Leaf 2 2 76 i 59 93 90.2 89.3 91.1 0.9 92.2 88.9 95.5 3.3 0>;2=;0<
Disease Leaf 3 2 72 47 96 92.8 90.9 94.7 1.9 93.9 93.6 94.1 0.3 0>;2=;0<
severity on Last valid Border Leaf2 | 1 | 6.4 - - 77.5 - - - 74.3 - - - 0>;1=;0<
winter countries of
triticale assesdsment_ aft_er Poland Leaf3 | 1 |201: - - 51.8 - - - 51.1 - - - 0>:1=:0<
the 2" application . . : 1T
(Germany)
All EPPO Leaf 1 1 5.3 - - 92.3 - - - 95.5 - - - 0>;1=;0<
climatic zones Leaf 2 3 7.2 159 93 86.0 77.5 91.1 6.0 86.2 74.3 95.5 8.8 0>;3=;0<
Leaf 3 3 |115: 47 :20.1| 79.1 51.8 94.7 19.4 79.6 51.1 94.1 20.2 0>;3=;0<
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Percentage of efficacy (%)

FHOO4 (4.0 L/ha)

All reference standards

No. of assessments where
FHOO04 (4.0 L/ha)

Parameters| Assessment date climiii'jz(gone Parts ':lrc:'afsf Untreated Prothioconazole + Sulphur - is significantly®
200+2500 g a.s./ha - >=<to
Mean: Min  Max| Mean | Min Max S.D. | Mean | Min Max S.D. | Allreference standards
Leafl | 3 | 55 45 66 | 993 98.6 100.0 0.6 99.3 98.6 100.0 0.6 0>;3=;0<
Northeast | Leaf2 | 6 | 6.7 i 46 89 | 994 97.8 100.0 0.8 95.0 73.3 100.0 9.7 0>;6=;0<
Leaf 3 7 6.5 4.7 93 92.7 68.1 100.0 10.2 95.2 87.4 100.0 4.1 0>;6=; 1<
Border Leaf 1 2 1192:141:243| 625 28.4 96.7 34.1 97.7 97.0 98.3 0.7 0>;1=; 1<
2-3 weeks after the | countriesof | Leaf2 | 2 [37.4 84 665| 64.1 29.0 99.2 35.1 99.8 99.6 100.0 0.2 0>;1=;1<
second application (Gi?mgy) Leaf3 | 1 |768 - - | 991 - . - | 996 - - - 0>;1=;0<
_ All EPPO Leaf 1 5 |11.0: 45 243| 84.6 28.4 100.0 28.1 98.7 97.0 100.0 1.0 0>;4=; 1<
Disease climatic zones Leaf2 | 8 |[144 4.6 66.5| 90.6 29.0 100.0 23.3 96.2 73.3 100.0 8.7 0>;7=; 1<
severity on Leaf 3 8 |153 4.7 :76.8| 935 68.1 100.0 9.8 95.7 87.4 100.0 4.1 0>;7=; 1<
winter Leaf 1 5 59 51 74 96.0 92.3 97.3 1.9 91.9 725 97.9 9.8 0>;5=;0<
cereals Northeast Leaf 2 9 74 46 : 98 90.2 57.4 100.0 12.5 90.1 73.3 100.0 9.0 0>;8=; 1<
Leaf 3 7 7.3 47 96 91.4 68.1 100.0 10.1 94.7 87.4 100.0 4.3 0>;6=; 1<
Last valid Border Leafl | 3 1268 6.2 56.3| 713 27.6 96.8 31.0 81.0 53.0 98.0 20.0 1>;1=; 1<
assessment after cogntlrlez of | Leaf2 3 |284 64 :665| 67.3 25.1 99.2 311 85.8 74.3 99.6 10.5 0>;2=; 1<
the 2™ application (Ge(r’ n‘;‘;‘ ny) | Leaf3| 2 |485 201 768| 755 518 991 236 | 753 511 996 243 0>:2=:0<
All EPPO Leaf 1 8 |13.7: 51 56.3| 86.7 27.6 97.3 225 87.9 53.0 98.0 154 1>;6=; 1<
climatic zones Leaf2 | 12 | 126 46 :665| 845 25.1 100.0 214 89.0 73.3 100.0 9.6 0>;10=; 2<
Leaf 3 9 |165: 47 :76.8| 87.9 51.8 100.0 15.7 90.4 511 100.0 145 0>;8=; 1<

(@ Comparison based on statistics carried out in each trial report.
*only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST
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Table 3.2-33:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCST* - Disease severity on leaves - Comparison with Proline (0.8 L/ha) or Protendo
300 EC (0.65 L/ha)
Percentage of efficacy (%) No. of assessments where
Proline (0.8 L/ha) FHOO04 (4.0 L/ha)
EPPO No. of Untreated FHOO4 (4.0 L/ha) Protendo 300 EC (0.65 L/ha) is significantly®
Parameters| Assessment date climatic zone Parts triéls Prothioconazole + Sulphur Prothioconazole >;=<to
200+2500 g a.s./ha 195-200 g a.s./ha Proline (0.8 L/ha)
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Pro(%elrggol_?;gg)EC
Leafl | 2 | 6.0 54 66| 990 98.6 99.3 0.3 98.9 98.6 99.3 0.4 0>;2=;0<
Northeast | Leaf2 | 3 | 82 i 76 89 | 988 97.8 99.6 0.8 90.0 73.3 98.4 11.8 0>;3=;0<
Leaf3 | 3 | 75 6.0 93| 879 68.1 98.0 14.0 94.9 874 98.9 5.3 0>;2=;1<
Border Leaf 1 2 1192:141:243| 625 28.4 96.7 34.1 97.7 97.0 98.3 0.7 0>;1=; 1<
2-3 weeks after the | countries of | Leaf 2 2 |374:84 :665| 64.1 29.0 99.2 35.1 99.8 99.6 100.0 0.2 0>;1=;1<
second application (Gzcr’r']f’l‘ggy) Leaf3 | 1 |768 - - | 991 - - - | %96 - - - 0>;1=;0<
All EPPO Leaf 1 4 1126 54 :243| 80.8 28.4 99.3 30.2 98.3 97.0 99.3 0.8 0>;3=; 1<
Disease climatic zones Leaf2 | 5 199 7.6 66.5| 849 29.0 99.6 28.0 93.9 73.3 100.0 10.3 0>;4=;1<
severity on Leaf 3 4 1248 6.0 76.8| 90.7 68.1 99.1 13.1 96.1 87.4 99.6 5.0 0>;3=; 1<
\winter wheat Leaf 1 3 63 51 74 96.9 96.1 97.3 0.5 89.3 72.5 97.9 11.9 0>;3=;0<
Northeast Leaf 2 5 75 46 9.8 87.5 57.4 99.6 15.8 86.4 73.3 97.8 10.1 0>;4=; 1<
Leaf3 | 3 | 75 6.0 93| 879 68.1 98.0 14.0 94.9 874 98.9 5.3 0>;2=;1<
Last valid Border Leafl | 2 |37.2 18.1:56.3| 622 27.6 96.8 34.6 95.0 92.1 98.0 2.9 0>;1=; 1<
assessment after cogntlrlez of | Leaf2 | 2 [39.3 122:665| 62.2 25.1 99.2 37.1 91.6 83.6 99.6 8.0 0>;1=; 1<
the 2% application | (20 | Leaf3 | 1 |768 - - | 991 - - - | 996 - - - 0>;1=;0<
All EPPO Leafl | 5 1186 5.1 :56.3| 83.0 27.6 97.3 27.7 91.6 72.5 98.0 9.8 0>;4=; 1<
climatic zones Leaf 2 7 1166 : 46 :66.5| 80.3 25.1 99.6 26.5 87.9 73.3 99.6 9.8 0>;5=;2<
Leaf 3 4 1248 6.0 76.8| 90.7 68.1 99.1 13.1 96.1 87.4 99.6 5.0 0>;3=; 1<
geio""nze:;palfgtfg‘s Northeast | Leaf3 | 1 | 47 - - | o047 - - - 93.6 - ; - 0>;1=:0<
Northeast Leaf2 | 1 | 59 - - 89.3 - - - 88.9 - - - 0>;1=;0<
Disease Leaf3 | 1 | 47 - - 94.7 - - - 93.6 - - - 0>;1=;0<
severity on . Border - - - - - - - - > 1=:0<
Wintgr Last valid countries of Leaf 2 1 6.4 775 74.3 0>;1=;0
triticale |  25SEssment after Poland | Leaf3 | 1 |201 - - | 518 - - - 51.1 - - - 0>;1=;0<
the 2" application : : : 1T
(Germany)
AIlEPPO | Leaf2 | 2 | 6.2 59 6.4 | 834 775 89.3 5.9 81.6 74.3 88.9 7.3 0>;2=;0<
climatic zones| Leaf3 | 2 |124 47 20.1| 732 51.8 94.7 214 72.3 51.1 93.6 21.3 0>;2=;0<




FHOO04/Patton Supra

Part B — Section 3 — Core Assessment

ZRMS version

Page 88 /152
Version: February 2025

Percentage of efficacy (%)

FHOO4 (4.0 L/ha)

Proline (0.8 L/ha)

No. of assessments where
FHOO4 (4.0 L/ha)

EPPO No. of Untreated Protendo 300 EC (0.65 L/ha) is significantly®
Parameters| Assessment date climatic zone Parts triéls Prothioconazole + Sulphur Prothioconazole >=<to
200+2500 g a.s./ha 195-200 g a.s./ha Proline (0.8 L/ha)
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Pro(%elrgtsjol_?;gg)EC
Leaf1 | 2 | 6.0 54 6.6 | 99.0 98.6 99.3 0.3 98.9 98.6 99.3 0.4 0>;2=;0<
Northeast | Leaf2 | 3 | 82 76 : 89 | 988 97.8 99.6 0.8 90.0 73.3 98.4 11.8 0>;3=;0<
Leaf3 | 4 | 68 47 93| 89.6 68.1 98.0 125 94.6 87.4 98.9 4.6 0>;3=; 1<
Border Leaf1 | 2 [19.2 141 243| 625 28.4 96.7 34.1 97.7 97.0 98.3 0.7 0>;1=; 1<
2-3 weeks after the | countriesof | Leaf2 | 2 |374 8.4 :665| 64.1 29.0 99.2 35.1 99.8 99.6 100.0 0.2 0>;1=;1<
second application (Giﬁ:ﬁggy) Leaf3 | 1 (768 - - | 991 - - - | ees - - - 0>;1=;0<
_ All EPPO Leafl1 | 4 |126 54 :243| 808 28.4 99.3 30.2 98.3 97.0 99.3 0.8 0>;3=; 1<
Disease climatic zones Leaf2 | 5 [19.9 7.6 665| 84.9 29.0 99.6 28.0 93.9 73.3 100.0 10.3 0>;4=;1<
severity on Leaf 3 5 (208 4.7 :76.8| 915 68.1 99.1 11.8 95.6 87.4 99.6 4.6 0>;4=; 1<
winter Leafl | 3 6.3 51 74| 969 96.1 97.3 0.5 89.3 725 97.9 11.9 0>;3=;0<
cereals Northeast Leaf2 | 6 73 46 98 | 878 57.4 99.6 145 86.8 73.3 97.8 9.3 0>;5=;1<
Leaf3 | 4 | 68 47 93| 89.6 68.1 98.0 125 94.6 87.4 98.9 4.6 0>;3=; 1<
Last valid Bor(_jer Leaf 1 2 |37.2 181:56.3| 62.2 27.6 96.8 34.6 95.0 92.1 98.0 2.9 0>;1=; 1<
assessment after cogntlrlez of | Leaf2 3 |284 64 :665| 67.3 25.1 99.2 311 85.8 74.3 99.6 10.5 0>;2=;1<
the 2" application (Ge‘r’r;‘;‘ny) Leaf3 | 2 |485 201 768| 755 = 518 = 991 = 236 | 753 @ 511 = 996 = 243 0>:2=:0<
All EPPO Leafl1 | 5 | 186 5.1 :56.3| 83.0 27.6 97.3 27.7 91.6 72.5 98.0 9.8 0>;4=;1<
climatic zones Leaf2 | 9 | 143 46 665| 81.0 25.1 99.6 23.6 86.5 73.3 99.6 9.7 0>;7=;2<
Leaf3 | 6 |20.7 47 :76.8| 849 51.8 99.1 18.3 88.2 51.1 99.6 17.1 0>;5=; 1<

(@ Comparison based on statistics carried out in each trial report.
*only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST
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Table 3.2-34:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCST* - Disease severity on leaves - Comparison with Makler 250 SE / Amistar (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
Makler 250 SE / Amistar FHOO04 (4.0 L/ha)
Parameters| Assessment date EPPO Parts No.off  Untreated FHO04 (4.0 L/ha) (1.0 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Azoxystrobin >;=;<to
200+2500 g a.s./ha 250ga.s./ha Makler 250 SE / Amistar
Mean: Min Max | Mean = Min Max S.D. | Mean Min Max S.D. (1.0 L/ha)
2.3 weeks after the Leaf1 | 1 | 45 & - - 100.0 - - - 100.0 - - - 0>;1=;0<
second application Northeast Leaf 2 1 5.9 - - 100.0 - - - 100.0 - - - 0>;1=;0<
bp Leaf3 | 1 |66 - - | 958 : : : 93.2 : : - 0515 0<
Leaf 1 1 5.2 - - 97.1 - - - 96.2 - - - 0>;1=;0<
Disease Northeast | Leaf2 | 1 | 7.8 - - 93.7 - - - 94.5 - - - 0> 1i 0<
severity on _ Leaf3 | 1 | 86 @ - - 90.7 - - - 90.9 - - - 0>;1=;0<
winter wheat ass&la_sassgw\eﬁ:lgﬁer coEr?trr(ij:sf of
the 2" application Poland Leafl | 1 162 - ) 89.3 i ) ) 53.0 ) i i 1>;0=30<
(Germany)
All EPPO NP
climatic zones Leaf 1 2 57 52 6.2 93.2 89.3 97.1 3.9 74.6 53 96.2 21.6 1>;1=;0<

(1) Comparison based on statistics carried out in each trial report.
* only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST
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Table 3.2-35:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCST* - Disease severity on leaves - Comparison with Gigant (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) Gigant (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date cIimE;i'jz(zone Parts ':lrc:é?sf Untreated Prothioconazole + Sulphur Prothioconazole + Isopyrazam is significantly®
200+2500 g a.s./ha 150+125 g a.s./ha >;=;<to
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Gigant (1.0 L/ha)
Disease 2-3 weeks after .the Northeast Leaf2 | 1 | 46 @ - - 100.0 - - - 100.0 - - - 0>;1=;0<
severity on second appll_catlon Leaf3 | 1 | 62 @ - - 94.3 - - - 94.6 - - - 0>:1=:;0<
winter Last valid Leafl | 1 5.3 - - 92.3 - - - 95.5 - - - 0>;1=;0<
triticale assessment_ aﬂ_er Northeast Leaf 2 1 9.3 - - 91.1 - - - 95.5 - - - 0>;1=;0<
the 2" application Leaf3 | 1 | 96 | - - 90.9 - - - 94.1 - - - 0>;1=;0<

(1) Comparison based on statistics carried out in each trial report.
* only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST

Table 3.2-36:  Efficacy of FHOO04 (4.0 L/ha) - Winter cereals - PUCCST* - Disease severity on leaves - Comparison with Blizzard Xtra (1.0 L/ha)
Percentage of efficacy (%) No. of assessments where
FHOO04 (4.0 L/ha) Blizzard Xtra (1.0 L/ha) FHOO04 (4.0 L/ha)
Parameters| Assessment date climiFt)ilz(z one Parts Tr?é?sf Untreated Prothioconazole + Sulphur Cyproconazole + Azoxystrobin is significantly®
200+2500 g a.s./ha 200+80 g a.s./ha >=;<to
Mean Min Max | Mean | Min Max  SD. | Mean _ Min Max | S.D. | Blizzard Xtra (1.0 L/ha)
2-3 weeks after the Northeast Leaf2 | 1 5.3 - - 100.0 - - - 100.0 - - - 0>;1=:;0<
Disease | second application leaf3 | 1 |54 - - | 100.0 - - - 100.0 - - - 0>;1=;0<
severity on Last valid Leaf2 | 1 | 56 @ - - 100.0 - - - 100.0 - - - 0>;1=;0<
winter wheat| assessment after Northeast
the 2 application Leaf3 | 1 5.7 - - 100.0 - - - 100.0 - - - 0>;1=;0<

(1) Comparison based on statistics carried out in each trial report.
* only 3 trials in the entire dossier assess PUCCSI on TRZAW. Otherwise it is always PUCCST
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13 trials are available to justify the efficacy of FHOO04 at 4.0 L/ha in Poland. After the 2" application,
the disease in the untreated plot attacked from 5% to 56% of the flag leaves (Leaf 1) area, from 5% to
67% of the flag leaves minus 1 (Leaf 2) and from 5% to 77% of the flag leaves minus 2 ( Leaf 3) area.

Northeast EPPO climatic zone

Across 7 efficacy trials in winter wheat, 2-3 weeks after the second application, FHO04 at 4.0 L/ha
provided a high level of efficacy (99% in 3 trials on Leaf 1, 99% in 5 trials on Leaf 2 and 92% in 5 trials
on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (99% vs. 99% in 2 trials on Leaf 1,
99% vs. 90% in 3 trials on Leaf 2 and 88% vs. 95% in 3 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1 and Leaf 2, and in 2 out of 3 trials on Leaf 3.

Even if few data are available, FHO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (100% vs. 100%
in 1 trial on Leaf 1 and Leaf 2 and 96% vs. 93% in 1 trial on Leaf 3). No significant difference was noted
in the trial.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha
(100% vs. 100% in 1 trial on Leaf 2 and Leaf 3). No significant difference was noted in the trial.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (97% in 4 trials on Leaf 1, 90% in 7 trials on Leaf 2 and 91% in 5 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (97% vs. 89% in 3 trials on Leaf 1,
88% vs. 86% in 5 trials on Leaf 2 and 88% vs. 95% in 3 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1, in 4 out of 5 trials on Leaf 2, and in 2 out of 3 trials on Leaf 3).

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (97% vs. 96% in 1
trial on Leaf 1, 94% vs. 95% in 1 trial on Leaf 2 and 91% vs. 91% in 1 trial on Leaf 3). No significant
difference was noted in the trial.

Even if few data are available, FHOO4 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha
(100% vs. 100% in 1 trial on Leaf 2 and Leaf 3). No significant difference was noted in the trial.
Across 2 efficacy trials in winter triticale, 2-3 weeks after the second application, FHOO04 at 4.0 L/ha
provided a high level of efficacy (100% in 1 trial on Leaf 2 and 95% in 2 trials on Leaf 3).

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (95% vs. 94% in
1 trial on Leaf 3). No significant difference was noted in the trial.

Even if few data are available, FHO04 at 4.0 L/ha was similar to Gigant at 1.0 L/ha (100% vs. 100% in
1 trial on Leaf 2 and 94% vs. 95% in 1 trial on Leaf 3). No significant difference was noted in the trial.
At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (92% in 1 trial on Leaf 1, 90% in 2 trials on Leaf 2 and 93% in 3 trials on Leaf 3).

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (89% vs. 89 in 1
trial on Leaf 2 and 95% vs. 94% in 1 trial on Leaf 3). No significant difference was noted in the trial.
Even if few data are available, FHOO04 at 4.0 L/ha was similar to Gigant at 1.0 L/ha (92% vs. 96% in 1
trial on Leaf 1, 91% vs. 96% in 1 trial on Leaf 2 and 91% vs. 94% in 1 trial on Leaf 3). No significant
difference was noted in the trial.

Finally, across 9 efficacy trials in winter cereals, 2-3 weeks after the second application, FHOO04 at
4.0 L/ha provided a high level of efficacy (99% in 3 trials on Leaf 1, 99% in 6 trials on Leaf 2 and 93%
in 7 trials on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (99% vs. 99% in 2 trials on Leaf 1,
99% vs. 90% in 3 trials on Leaf 2 and 90% vs. 95% in 4 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1 and Leaf 2, and in 3 out of 4 trials on Leaf 3.

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (100% vs. 100%
in 1 trial on Leaf 1 and Leaf 2 and 96% vs. 93% in 1 trial on Leaf 3). No significant difference was noted
in the trial.

Even if few data are available, FHO04 at 4.0 L/ha was similar to Gigant at 1.0 L/ha (100% vs. 100% in
1 trial on Leaf 2 and 94% vs. 95% in 1 trial on Leaf 3). No significant difference was noted in the trial.
Even if few data are available, FHOO4 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha
(100% vs. 100% in 1 trial on Leaf 2 and Leaf 3). No significant difference was noted in the trial.

At the last valid assessment after the second application, FHO04 at 4.0 L/ha provided a very good level
of efficacy (96% in 5 trials on Leaf 1, 90% in 9 trials on Leaf 2 and 91% in 7 trials on Leaf 3).
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Overall, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (97% vs. 89% in 3 trials on Leaf 1,
88% vs. 87% in 6 trials on Leaf 2 and 90% vs. 95% in 4 trials on Leaf 3). No significant difference was
noted in all trials on Leaf 1, in 5 out of 6 trials on Leaf 2, and in 3 out of 4 trials on Leaf 3).

Even if few data are available, FHOO04 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (97% vs. 96% in 1
trial on Leaf 1, 94% vs. 95% in 1 trial on Leaf 2 and 91% vs. 91% in 1 trial on Leaf 3). No significant
difference was noted in the trial.

Even if few data are available, FHO04 at 4.0 L/ha was similar to Gigant at 1.0 L/ha (92% vs. 96% in 1
trial on Leaf 1, 91% vs. 96% in 1 trial on Leaf 2 and 91% vs. 94% in 1 trial on Leaf 3). No significant
difference was noted in the trial.

Even if few data are available, FHOO4 at 4.0 L/ha was similar to Blizzard Xtra at 1.0 L/ha
(100% vs. 100% in 1 trial on Leaf 2 and Leaf 3). No significant difference was noted in the trial.

Border countries of Poland

Across 3 efficacy trials in winter wheat, 2-3 weeks after the second application, FHO04 at 4.0 L/ha
provided a medium level of efficacy (63% in 2 trials on Leaf 1, 64% in 2 trials on Leaf 2 and 99% in 1
trial on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha (63% vs. 98% in 2 trials on Leaf 1,
64% vs. 100% in 2 trials on Leaf 2 and 99% vs. 100% in 1 trial on Leaf 3). However, no significant
difference was noted in 1 out of 2 trials on Leaf 1 and Leaf 2, and in the trial on Leaf 3.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a medium level
of efficacy (71% in 3 trials on Leaf 1, 62% in 2 trials on Leaf 2, and 99% in 1 trial on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha (62% vs. 95% in 2 trials on Leaf 1,
62% vs. 92% in 2 trials on Leaf 2 and 99% vs. 100% in 1 trial on Leaf 3). However, no significant
difference was noted in 1 out of 2 trials on Leaf 1 and Leaf 2, and in the trial on Leaf 3.

Even if few data are available, FHO04 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (89% vs. 53% in
1 trial on Leaf 1). A significant difference was noted in this trial.

Even if few data are available in winter triticale (1 trial), FHOO4 at 4.0 L/ha was similar to Proline at
0.8 L/ha (78% vs. 74% on Leaf 2 and 52% vs. 51% on Leaf 3). No significant difference was noted in
this trial.

Finally, across 4 efficacy trials in winter cereals, 2-3 weeks after the second application, FHOO04 at
4.0 L/ha provided a medium level of efficacy (63% in 2 trials on Leaf 1, 64% in 2 trials on Leaf 2 and
99% in 1 trial on Leaf 3).

Overall, FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha (63% vs. 98% in 2 trials on Leaf 1,
64% vs. 100% in 2 trials on Leaf 2 and 99% vs. 100% in 1 trial on Leaf 3). However, no significant
difference was noted in 1 out of 2 trials on Leaf 1 and Leaf 2, and in the trial on Leaf 3.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a medium level
of efficacy (71% in 3 trials on Leaf 1, 67% in 3 trials on Leaf 2, and 76% in 2 trials on Leaf 3).
Overall, FHOO04 at 4.0 L/ha was inferior to Proline at 0.8 L/ha (62% vs. 95% in 2 trials on Leaf 1,
67% vs. 86% in 3 trials on Leaf 2 and 76% vs. 75% in 2 trials on Leaf 3). However, no significant
difference was noted in 1 out of 2 trials on Leaf 1, in 2 out of 3 trials Leaf 2, and in both trials on Leaf 3.
Even if few data are available, FHO04 at 4.0 L/ha was superior to Amistar at 1.0 L/ha (89% vs. 53% in
1 trial on Leaf 1). A significant difference was noted in this trial.

All EPPO climatic zones

A total of 10 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in winter wheat against PUCCST .
2-3 weeks after the second application, FHO04 at 4.0 L/ha provided a good level of efficacy (85% in
5 trials on Leaf 1, 89% in 7 trials on Leaf 2 and 93% in 6 trials on Leaf 3) slightly inferior to Proline
and similar to Amistar, or Blizzard Xtra.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (86% in 7 trials on Leaf 1, 84% in 9 trials on Leaf 2 and 92% in 6 trials on Leaf 3) slightly
inferior to Proline and similar to Amistar, or Blizzard Xtra.
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Even if few data are available in winter triticale (3 trials), 2-3 weeks after the second application, FHO04
at 4.0 L/ha provided a good level of efficacy (100% in 1 trial on Leaf 2 and 95% in 2 trials on Leaf 3)
similar to Proline, or Gigant.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (92% in 1 trial on Leaf 1, 86% in 3 trials on Leaf 2 and 79% in 3 trials on Leaf 3) slightly
similar to Proline, or Gigant.

Finally, a total of 13 efficacy trials across Northeast EPPO climatic zone and border countries of Poland
are summarised to confirm the efficacy of FHOO04 at 4.0 L/ha in cereals against PUCCST .

2-3 weeks after the second application, FHOO04 at 4.0 L/ha provided a good level of efficacy (85% in 5
trials on Leaf 1, 91% in 8 trials on Leaf 2 and 94% in 8 trials on Leaf 3) slightly inferior to Proline and
similar to Amistar, Gigant or Blizzard Xtra.

At the last valid assessment after the second application, FHOO04 at 4.0 L/ha provided a good level of
efficacy (87% in 8 trials on Leaf 1, 85% in 12 trials on Leaf 2 and 88% in 9 trials on Leaf 3) slightly
inferior to Proline and similar to Amistar, Gigant or Blizzard Xtra.

The difference between the reference standards (with more than 5 assessments) can be illustrated by box
plot graphic on leaves (Leaf 1, Leaf 2 and Leaf 3) (Figure 3.2-9). Overall, FHO04 at 4.0 L/ha had at
least (or even better) the same level of efficacy and the same dispersion and variation between means
than the tested reference standards.

Figure 3.2-11  Efficacy of FHOO04 - Winter cereals - PUCCST - Last valid assessment - Box
Plot graphic
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Comparison with Proline (8 trials - 20 assessments)

To conclude, FHOO04 at 4.0 L/ha provided efficient and reliable control of PUCCST in
cereals crops slightly inferior to Proline and similar to Amistar, Gigant or Blizzard Xtra.

Based on this, the authorization of FHOO04 is requested at 4.0 L /ha for the control of yellow rust
(Puccinia striiformis - PUCCST ).
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Comments of zZRMS:
PUCCST on wheat (n=10) and triticale (n=3)

Data on wheat show equivalent efficacy between the FHOO04 at 4.0 L/ha and all the averaged standards, except
for efficacy in durum wheat. Excluding the durum data* the efficacy in control of PUCCST was the level of 90-
99% at both the assessment terms. The control of PUCCST on triticale was visibly lower, 90-93% in the NE
zone (n=2) and 52-78% in the Maritime zone (n=1), but in both cases efficacy of the test item was equivalent to
that of averaged standards.

Comparison to prothioconazole standards alone reveals one instance of significantly lower performance of
FHOO04 compared to reference (-7%), in the NE zone, in soft winter wheat (first assessment). No such differences
have been reported on triticale. Otherwise, the test item was found to perform with efficacy comparable to stro-
bilurin and to DM + strobilurin manufacturer's mixture - in wheat (Tables 3.2-34, 3.2-36), and to the DM +
SDHI standards - in triticale (Table 3.2-35).

* Although durum wheat data have not been tagged by the applicant, within the summaries presented above (e.g. Table
3.2-32), these data are listed in them nevertheless: the efficacy in TRZDU was 28-29% (L1, L2, first assessment), or 28-25%
(L1, L2, last valid assessment).

PUCCRE SEPTTR
ZRMS Abstract
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3.2.35 Control of disease complex - Green leaf area

Attacks by pathogens reduce green leaf area and thus grain yield. Thus, the green area is a good indicator
of the level of efficacy of a product. Therefore, a total of 59 valid efficacy trials were carried out to
confirm the effect of FHOO04 applied at 4.0 L/ha on the green leaf area. These trials were carried out
from 2019 to 2023 in the Northeast EPPO climatic zone (28 trials in Poland, 6 trials in Latvia and 4
trials in Lithuania) and Poland border countries (20 trials in Germany and 1 trial in Czech Republic) in
winter soft wheat (42 trials), winter durum wheat (1 trial), winter triticale (6 trials) and winter rye (10
trials).

Table 3.2-37 summarises the effect on the increase of the green leaf area after an application of FHO04
applied at 4.0 L/ha in winter cereal crops.
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Table 3.2-37:  Positive effect of FHOO04 (4.0 L/ha) on the green leaf area (%) - Winter cereals
Increase of green leaf area compared to Untreated (%)
FHOO04 (4.0 L/ha) Reference standards
T(;rrggts Parameters climE;iF; ?One Parts Tgé?sf Untreated Prothioconazole + Sulphur - Designation
200+2500 g a.s./ha -
Mean | Min Max Mean Min Max S.D. Mean Min Max S.D.
Northeast Plants | 27 | 436 | 0.0 775 30.8 0.0 68.7 18.5 30.5 0.0 64.2 18.4
Border countries of Poland | Plants | 14 | 24.8 | 0.0 63.8 41.6 20.7 73.2 16.6 40.2 8.8 72.2 21.3  |All reference standards
All EPPO climatic zones | Plants | 41 | 37.2 = 0.0 775 34.5 0.0 73.2 18.6 33.8 0.0 72.2 20.0
Northeast Plants | 14 | 38.7 : 0.0 75.3 25.7 0.0 68.7 19.8 25.7 0.0 64.2 20.6
Border countries of Poland | Plants | 12 | 22,5 : 0.0 63.8 425 20.7 73.2 17.7 40.5 8.8 72.2 22.7 Proline (0.8 L/ha)
All EPPO climatic zones | Plants | 26 | 31.2 : 0.0 75.3 334 0.0 73.2 20.7 325 0.0 72.2 22.8
) Green leaf Northeast Plants 6 55.3 {46.0 67.1 41.0 35.9 46.8 3.2 41.0 375 44.6 2.6 Amistar (1.0 L/ha)
Winter wheat area Northeast Plants | 3 | 29.6 (175 50.0 28.8 17.5 40.0 9.2 27.2 14.3 40.0 10.5 Prosaro (1.0 L/ha)
All diseases (%) Northeast Plants | 2 | 369 213! 525 14.5 7.9 21.1 6.6 16.4 14.3 18.4 21 Adexar (1.0 L/ha)
Northeast Plants | 1 15.0 - - 13.2 - - - 8.0 - - - Opera N (1.0 L/ha)
Prosaro (1.0 L/ha) [A]
Northeast Plants | 1 775 - - 66.7 - - - 55.6 - - - + Fandango (1.0 L/ha)
[B]
Northeast Plants | 1 | 700 | - - 50.0 - - - 54.2 - - ) Am|stzEr/r:;t)ra (0
Border countries of Poland | Plants | 2 | 38.8 120.0 . 575 36.4 35.3 37.5 11 38.2 29.4 46.9 8.7 Fandango (1.5 L/ha)
Northeast Plants 4 55.3 485 60.0 37.0 25.0 45.0 7.7 39.9 4.4 44.2 9.2
Border countries of Poland | Plants | 2 278 1180: 375 28.5 3.0 54.0 255 34.0 4.0 64.0 30.0  |All reference standards|
All EPPO climatic zones |Plants | 6 | 46.1 :18.0 : 60.0 34.2 3.0 54.0 7.7 37.9 4.0 64.0
Winter triticale | Creen leaf Northeast Plants | 1 | 600 - - 25.0 - - - 25.0 - - 92-
All diseases ?g/i? Border countries of Poland | Plants | 2 | 27.8 1180 : 375 28.5 3.0 54.0 25.5 34.0 4.0 64.0 30.0 Proline (0.8 L/ha)
All EPPO climatic zones |Plants | 3 | 385 118.0: 60.0 27.3 3.0 54.0 20.9 31.0 4.0 64.0 24.9
Northeast Plants | 2 | 51.9 1485 553 404 35.7 45.0 4.7 44.2 39.8 48.6 4.4 Amistar (1.0 L/ha)
Northeast Plants | 1 | 57.3 - - 424 - - - 46.2 - - - Gigant (1.0 L/ha)
Winter durum | Green leaf
wheat area Border countries of Poland | Plants | 1 10.0 - - 18.1 - - - 26.4 - - - Proline (0.8 L/ha)
All diseases (%)
Northeast Plants 6 76.0 | 71.3 78.8 46.4 42.4 51.8 3.3 50.2 44.6 54.7 34
Border countries of Poland | Plants | 4 19.7 | 5.0 36.3 41.8 7.9 745 32.6 46.6 13.2 79.6 31.5 |All reference standards|
Winter rye Green leaf | All EPPO climatic zones | Plants | 10 | 40.1 | 0.0 78.8 35.6 0.0 74.5 19.1 36.3 0.0 79.6 20.6
Al diseases area North_east Plants | 4 772 | 753 788 47.2 42.4 51.8 3.8 51.9 48.0 54.7 24 _
(%) Border countries of Poland | Plants | 4 19.7 | 5.0 36.3 41.8 7.9 74.5 32.6 46.6 13.2 79.6 315 Proline (0.8 L/ha)
All EPPO climatic zones |Plants | 8 | 48.4 | 5.0 78.8 445 0.0 745 23.3 49.3 0.0 79.6 22.5
Northeast Plants | 2 | 736 | 713 758 44.8 445 45.0 0.3 46.9 44.6 49.1 2.3 Amistar (1.0 L/ha)
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Increase of green leaf area compared to Untreated (%)

FHOO04 (4.0 L/ha)

Reference standards

T(;:ggts Parameters climE;iF;?one Parts Tr(;é?sf Untreated Prothioconazole + Sulphur - Designation
200+2500 g a.s./ha -
Mean | Min Max Mean Min Max S.D. Mean Min Max S.D.
Northeast Plants | 38 | 49.3 | 0.0 78.8 33.6 0.0 68.7 17.0 34.2 0.0 64.2 17.8
Border countries of Poland | Plants | 21 | 234 : 0.0 63.8 39.3 3.0 74.5 22.0 40.2 4.0 79.6 24.5  |All reference standards,
All EPPO climatic zones | Plants | 59 | 40.1 : 0.0 78.8 35.6 0.0 74.5 19.1 36.3 0.0 79.6 20.6
Northeast Plants | 19 | 479 : 0.0 78.8 30.2 0.0 68.7 19.2 31.2 0.0 64.2 20.7
Border countries of Poland | Plants | 19 | 21.8 i 0.0 63.8 39.6 3.0 74.5 23.1 40.4 4.0 79.6 25.6 Proline (0.8 L/ha)
All EPPO climatic zones | Plants | 38 | 348 | 0.0 78.8 34.9 0.0 74.5 21.8 35.8 0.0 79.6 23.7
Northeast Plants | 10 | 58.3 :46.0 75.8 41.6 35.7 46.8 3.6 42.8 375 49.1 3.8 Amistar (1.0 L/ha)
Winter cereals Green leaf Northeast Plants | 3 | 29.6 (175 50.0 28.8 17.5 40.0 9.2 27.2 14.3 40.0 10.5 Prosaro (1.0 L/ha)
All diseases area Northeast Plants 2 36.9 213 52.5 145 7.9 21.1 6.6 16.4 14.3 184 2.1 Adexar (1.0 L/ha)
(%) Northeast Plants | 1 | 573 | - - 42.4 - - - 46.2 - - - Gigant (1.0 L/ha)
Northeast Plants | 1 15.0 - - 13.2 - - - 8.0 - - - Opera N (1.0 L/ha)
Prosaro (1.0 L/ha) [A]
Northeast Plants | 1 | 775 - - 66.7 - - - 55.6 - - - + Fandango (1.0 L/ha)
[B]
Northeast Plants | 1 70.0 - - 50.0 - - - 54.2 - - - AmlstaLr”:; t)ra (10
Border countries of Poland | Plants | 2 | 38.8 i120.0 . 575 36.4 35.3 375 1.1 38.2 29.4 46.9 8.7 Fandango (1.5 L/ha)
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59 trials are available to show the effect on the green leaf area of FHOO04 at 4.0 L/ha in Poland. The
green leaf area in the untreated plot covered from 0% to 79%.

Northeast EPPO climatic zone

In winter wheat, after two applications, FHOO4 at 4.0 L/ha showed an increase of 31% of green leaf
area (in 27 trials), similar to Proline (26% vs. 26% in 14 trials), Amistar (41% vs. 41% in 6 trials),
Prosaro (29% vs. 27% in 3 trials), and Adexar (15% vs. 16% in 3 trials), and for information in 1 trial,
Opera N (13% vs. 8%), Amistar Xtra (50% vs. 54%), and better than the program Prosaro/Fandango
(67% vs. 56% in 2 trials).

In winter triticale, after two applications, FHO04 at 4.0 L/ha showed an increase of 37% of green leaf
area (in 4 trials), similar to Amistar (40% vs. 44% in 2 trials), and for information in 1 trial, Proline
(25% vs. 25%) and, Gigant (42% vs. 46%).

In winter rye, after two applications, FHO04 at 4.0 L/ha showed an increase of 46% of green leaf area
(in 6 trials), similar to Proline (47% vs. 52% in 4 trials), and Amistar (45% vs. 47% in 2 trials).

Finally, in winter cereals, after two applications, FHO04 at 4.0 L/ha showed an increase of 34% of green
leaf area (in 38 trials), similar to Proline (30% vs. 31% in 19 trials), Amistar (42% vs. 43% in 10 trials),
Prosaro (29% vs. 27% in 3 trials), and Adexar (15% vs. 16% in 3 trials), and for information in 1 trial,
Gigant (42% vs. 46%), Opera N (13% vs. 8%), Amistar Xtra (50% vs. 54%), and better than the program
Prosaro/Fandango (67% vs. 56% in 2 trials).

Border countries of Poland

In winter wheat, after two applications, FHOO04 at 4.0 L/ha showed an increase of 42% of green leaf
area (in 14 trials), similar to Proline (43% vs. 41% in 12 trials), and Fandango (36% vs. 38% in 2 trials).
In winter triticale, after two applications, FHO04 at 4.0 L/ha showed an increase of 29% of green leaf
area (in 2 trials), similar or slightly inferior to Proline (34%).

In winter rye, after two applications, FHOO4 at 4.0 L/ha showed an increase of 42% of green leaf area
(in 4 trials), similar or slightly inferior to Proline (47%).

For information, in 1 trial in durum wheat, after two applications, FHO04 at 4.0 L/ha showed an increase
of 18% of green leaf area similar or slightly inferior to Proline (26%).

Finally, in winter cereals, after two applications, FHO04 at 4.0 L/ha showed an increase of 39% of green
leaf area (in 21 trials), similar to Proline (40% vs. 40% in 19 trials), and Fandango (36% vs. 38% in 2
trials).

All EPPO climatic zones

Finally, a total of 59 efficacy trials across EPPO climatic zones concerned in the Southern registration
zone are summarised to show the effect on the green leaf area of FHO04 at 4.0 L/ha in winter cereals.
In winter wheat, after two applications, FHOO04 at 4.0 L/ha showed an increase of 35% of green leaf
area superior similar to Proline (33% vs. 33% in 26 trials), Amistar (41% vs. 41% in 6 trials), Prosaro
(29% vs. 27% in 3 trials), and Adexar (15% vs. 16% in 3 trials), and for information in 1 trial, Opera N
(13% vs. 8%), Amistar Xtra (50% vs. 54%), Fandango (36% vs. 38% in 2 trials) and better than the
program Prosaro/Fandango (67% vs. 56% in 2 trials).

In winter triticale, after two applications, FHO04 at 4.0 L/ha showed an increase of 34% of green leaf
area similar to Proline (27% vs. 31% in 3 trials), and Amistar (40% vs. 44% in 2 trials), for information
in 1 trial, Gigant (42% vs. 46%).

For information, in 1 trial in durum wheat, after two applications, FHOO04 at 4.0 L/ha showed an increase
of 18% of green leaf area similar or slightly inferior to Proline (26%).

In winter rye, after two applications, FHOO4 at 4.0 L/ha showed an increase of 36% of green leaf area
similar to Proline (45% vs. 49% in 8 trials), and Amistar (45% vs. 47% in 2 trials).

Finally in winter cereals, two applications, FHOO04 at 4.0 L/ha showed an increase of 36% of green leaf
area superior similar to Proline (35% vs. 36% in 38 trials), Amistar (42% vs. 43% in 10 trials), Prosaro
(29% vs. 27% in 3 trials), and Adexar (15% vs. 16% in 3 trials), and for information in 1 trial, Gigant
(42% vs. 46%), Opera N (13% vs. 8%), Amistar Xtra (50% vs. 54%), Fandango (36% vs. 38% in 2
trials)and better than the program Prosaro/Fandango (67% vs. 56% in 2 trials). The difference between
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the reference standards with at least 5 trials illustrated by box plot graphic (Figure 3.2-12). Overall,
FHOO4 applied at 4.0 L/ha had the same profile than Proline, or Amistar.

The difference between the reference standards with at least 5 trials illustrated by box plot graphic
(Figure 3.2-12). Overall, FHOO04 applied at 4.0 L/ha had the same profile than Proline, or Amistar.

Figure 3.2-12  Effect of FHOO04 on the green leaf area - Winter cereals - Box Plot graphic
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To conclude, FHOO04 applied twice at 4.0 L/ha allowed to increase the green leaf area in winter
cereals like the reference standards Proline or Amistar.

Comments of zZRMS:

The average per cent increase in the GLA, across the North-Eastern and Maritime zone data in winter wheat
was the level of 35%, compared to 34% achieved by the averaged standard reference products. The increase on
triticale and on rye respectively was, on average, 34 vs 38% and 36 vs 36% (test vs standard) (Table 3.2-37).

Comments of zZRMS:
trial count, trial years, extrapolation options, spring forms of the crops

Testing for the use against SEPTTR has been addressed by 31 trials in wheat (21 in the NE zone, including 12
in Poland, and 10 trials in Germany), 2 trials in triticale (DE, PL) and 1 trial in durum wheat (DE). Testing for
the use against PUCCRE has been addressed by 10 trials in wheat (5 PL, 5, DE), 10 trials in rye (6 PL, 4 DE)
and 1 trial in each triticale (PL) and durum wheat (DE). Testing for the use against PUCCST has been addressed
by 9 valid trials in soft winter wheat (PL — 5, LV — 1, DE — 3) one trial in durum wheat (DE), and 3 trials in
triticale PL — 2, DE — 1). All trials have been carried out in at least 2 growth seasons, mostly between 2020 and
2023.

Based on the data, and considering the minimum requirements set by the EPPO PP 1/226 (3) Number of efficacy
trials, it is possible to authorize FHOO04 for double application at 4.0 L/ha at BBCH 30-69

in control of SEPTTR, PUCCRT and PUCCST in soft winter wheat (TRZAW) and

in control of PUCCRR in winter rye (SECCW).

The issue with triticale:

SEPTTR - The applicant has submitted 2 valid trials addressing SEPTTR in triticale. The control efficacy rec-
orded was 75% vs 84% (FHOO04 vs Proline, L4) and 95% vs 96% (FHOO04 vs Makler, L3), on 14 DAB at UNCK
6.5% and 5.5% PESSEV respectively. On the last valid assessment (23 or 36 DAB) the efficacy was 96-89%
(FHOO04) vs 97-90% (Proline or Makler respectively) (L3), or 100 vs 99.6% (FHOO04 vs Proline) (L2), at UNCK
7.3-16% and 11.9% respectively. Taken the efficacy was high and comparable to standards, and considered the
fact that 31 trials offer supportive data in control of SEPTTR in wheat, the zZRMS considers extrapolation, of the
use in control of SEPTTR, from wheat to triticale as acceptable.
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PUCCRE - The national extrapolation table requires 1-2 trials in crop to which one extrapolates, with the em-
phasis on “2” in case of new products. The applicant has carried out 2 trials addressing PUCCRE. In the one
considered valid - UPL Report No. F21EU-009-011-018 - the reported efficacy was 94%, compared to 95% by
the strobilurin standard Makler (14 DAB, L3, PESSEV in the UNCK 5.2%). The PESSEV level on L4 and L2
on the same assessment day was <5%, making the efficacy assessments (respectively 93% and 100%, FHO04)
invalid. On 28 DAB all available leaf strata had adequate PESSEV level (7.9%, 6.0%, 5.4%, L3, L2, L1 respec-
tively) and the efficacy reported was 91 vs 93%, 96 vs 96% and 100 vs 100%, L3-L1, FHO04 vs Makler, re-
spectively. The other trial - UPL Report No. F22EU-026-AMA-024 — had its PESSEV level of PUCCRE < 1%
on 35 DAB (L3-L1) and still < 2.5% on 56 DAB (L1). However, taken into acount the high efficacy level
demonstrated in F21EU-009-011-018 and the regular number of trials addressing PUCCRT in wheat (10), and
addressing PUCCRR in rye (10), which can support the extrapolation, the ZRMS considers extrapolation of the
use in control of PUCCRE from wheat and rye to triticale as justified, irrespective of the new product situation.

PUCCST - The applicant has carried out 3 trials in triticale addressing PUCCST. The control efficacy observed
was 92-95% (test item) compared to 94% (Proline), L4, L3 respectively, UNCK 10.4% and 4.7% respectively
on 14 DAB, and it was 52-91%, 89-91% and 92% vs 51-91%, 89-91% and 92% (FHOO04 L3, L2 and L1 vs
Proline L3, L2, L1) (28, 32 and 35 DAB) at PESSEV UNCK 5.3-20.1% respectively. Taken into acount the
regular number of trials addressing PUCCST in wheat (9), which can support the extrapolation, the zZRMS
considers extrapolation of the use in control of PUCCST from wheat to triticale as acceptable.

Spring forms of the crops:

On the contrary, extrapolation is not possible, based on the present data set, from winter forms of wheat and
triticale to spring forms, as suggested by the applicant in the GAP table. The reason for that is the complete
absence (n=0) of trials in spring forms, while the submission of 1-2 trials in the crop to which one extrapolates
is, according to national requirements, the sine qua non condition making extrapolation possible.

Durum wheat, Spelt wheat
Both species are minor crops in Poland, and since the applicant is seeking authorization in these crops according
to Article 51 of the Regulation (EC) No 1107/2009, the efficacy data are not required for them.

ZRMS abstract

3.2.3.6 Yield and relevant quality indicators), from efficacy trials (in the presence of
challenging pest populations)

A total of 49 valid efficacy trials with sufficient disease pressure were harvested to confirm the positive
effect on the yield of winter soft wheat crops of FHO04 at 4.0 L/ha. These trials were carried out from
2020 to 2023 in the Northeast EPPO climatic zone (22 trials in Poland, 4 trials in Latvia and 4 trials in
Lithuania) and Poland border countries (18 trials in Germany and 1 trial in Czech Republic) in winter
soft wheat (33 trials), winter durum wheat (1 trial), winter triticale (5 trials) and winter rye (10 trials).
Table 3.2-38 (All reference standards), Table 3.2-39 (Proline), Table 3.2-40 (Amistar), Table 3.2-41
(Prosaro), Table 3.2-42 (Adexar), Table 3.2-43 (Gigant) and Table 3.2-44 (Prosaro (1.0 L/ha) [A] +
Fandango (1.0 L/ha) [B]) summarise the positive effect on the yield and yield parameters (TGW and
HLW) of FHOO04 at 4.0 L/ha in triticale crops with sufficient disease pressure (SEPTTR, PUCCRE,
and/or PUCCST ).
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Table 3.2-38:  Positive effect on the yield of FHO04 (4.0 L/ha) - Winter cereals- Yield parameters - Comparison with all references standards

Percentage of Untreated (%) No. of assessments where
FHOO04 (4.0 L/ha) All reference standards FHOO04 (4.0 L/ha)
Crop | Parameters climE;iF; ?One Parts Tr(;;a?sf Untreated Prothioconazole + Sulphur - is significantly®
200+2500 g a.s./ha - >=<to
Mean : Min { Max | Mean Min Max S.D. Mean Min Max S.D. All reference standards
Northeast Grains | 21 6.5 22 109 | 1112 99.2 143.6 9.1 1115 94.5 139.6 10.2 1>;20=;0<
Yield (t/ha) |Border countries of Poland | Grains | 12 8.5 56 112 | 1122 102.7 150.9 12.5 112.1 102.3 146.4 11.2 0>;12=;0<
All EPPO climatic zones | Grains | 33 72 22 1112 ] 1116 99.2 150.9 10.5 111.7 94.5 146.4 10.6 1>, 32=;0<
Northeast Grains | 21 416 354 553| 1024 93.6 1114 4.0 103.0 99.0 110.8 3.6 0>;21=;0<
TRZAW TGW (g) |[Border countries of Poland| Grains | 11 39.2 281 458 | 1053 99.8 118.6 5.0 105.9 97.9 119.5 5.6 0>;11=;0<
All EPPO climatic zones | Grains | 32 40.8 28.1 553 | 1034 93.6 118.6 4.6 104.0 97.9 119.5 4.6 0>;32=;0<
Northeast Grains |21 75.1 $63.8 849 | 101.0 97.0 103.8 14 101.6 98.9 103.3 1.1 0>;21 =;0<
HLW (kg) [Border countries of Poland | Grains | 12 75.2 1 66.6 804 | 101.6 98.5 104.4 15 101.4 98.8 106.1 2.1 0>;12=;0<
All EPPO climatic zones | Grains |33 751 638 849 | 101.2 97.0 104.4 15 1015 98.8 106.1 15 0>;33 =;0<
TRZDW Yield (t/ha) Maritime Grains 1 4.9 - - 94.2 - - - 118.0 - - - 0>;0=; 1<
HLW (kg) Maritime Grains 1 73.8 - - 100.6 - - - 102.0 - - - 0>;1=;0<
Northeast Grains 3 6.4 59 | 6.9 109.1 106.6 110.6 1.8 110.0 107.1 112.1 2.1 0>; 3=;0<
Yield (t/ha) |Border countries of Poland | Grains 2 8.8 82 94 | 1027 100.4 105.0 2.3 103.0 101.3 104.6 1.7 0>;2=;0<
All EPPO climatic zones | Grains 5 7.4 59 | 94 106.5 100.4 110.6 3.7 107.2 101.3 112.1 4.0 0>,;5=;0<
Northeast Grains 3 412 40.0 422 | 102.6 101.2 103.5 1.0 104.3 102.0 107.7 2.5 0>;3=;0<
TTLWI TGW (g) |Border countries of Poland | Grains 2 427 411 1443 | 982 96.8 99.6 14 100.1 99.1 101.1 1.0 0>;2=;0<
All EPPO climatic zones | Grains 5 41.8 1400 :443| 1008 96.8 103.5 25 102.6 99.1 107.7 2.9 0>;5=;0<
Northeast Grains 3 716 1709  720| 1015 100.0 102.2 1.0 101.9 101.2 102.4 0.5 0>;3=;0<
HLW (kg) |Border countries of Poland| Grains 2 66.4 642 68.6 | 100.7 99.9 101.5 0.8 101.5 100.7 102.2 0.8 0>;2=;0<
All EPPO climatic zones | Grains 5 695 1642 720 101.2 99.9 102.2 1.0 101.7 100.7 102.4 0.7 0>;5=;0<
Northeast Grains 6 5.6 49 | 6.2 108.8 103.5 115.0 4.4 108.7 102.5 117.7 5.9 0>; 6=;0<
Yield (t/ha) |Border countries of Poland| Grains 4 7.8 56 | 9.7 | 1024 96.5 106.2 3.6 101.8 95.7 107.4 43 0>;4=,0<
All EPPO climatic zones | Grains | 10 6.5 49 | 9.7 106.3 96.5 115.0 5.2 105.9 95.7 117.7 6.3 0>;10=;0<
Northeast Grains 6 29.1 276 29.9| 1035 101.2 108.4 25 104.0 1014 108.3 25 0>, 6=;0<
SECCW TGW (g) [Border countries of Poland | Grains 4 345 26.2 393 | 1016 99.2 104.6 2.0 97.7 91.2 101.5 3.9 0>;4=;0<
All EPPO climatic zones | Grains | 10 31.3 262 393 | 1027 99.2 108.4 25 1014 91.2 108.3 4.4 0>;10=;0<
Northeast Grains 6 73.0 1684 758 | 101.2 100.1 102.2 0.7 101.2 100.3 102.7 0.8 0>, 6=;0<
HLW (kg) [Border countries of Poland | Grains 4 72.8 656 :78.8 | 100.8 99.4 102.1 1.0 100.2 98.4 101.6 1.3 0>;4=;0<
All EPPO climatic zones | Grains | 10 729 656 788 | 101.0 99.4 102.2 0.9 100.8 98.4 102.7 1.1 0>;10=;0<
Northeast Grains | 30 6.3 22 1109 | 1105 99.2 143.6 8.0 110.8 94.5 139.6 9.0 1>;29=;0<
Yield (t/ha) |Border countries of Poland| Grains | 19 8.2 49 1112 | 108.2 94.2 150.9 115 109.3 95.7 146.4 10.4 0>;18=; 1<
All EPPO climatic zones | Grains | 49 7.1 22 112 ] 109.6 94.2 150.9 9.6 110.2 94.5 146.4 9.6 1>;47=;1<
Winter North_east Gra!ns 30 39.1 276 553]| 102.7 93.6 1114 3.6 103.3 99.0 110.8 3.3 0>;30=;0<
cereals TGW (g) |Border countfles c_)f Poland Gra!ns 17 385 1262 458 | 103.6 96.8 118.6 4.9 103.3 91.2 119.5 6.1 0>;17=;0<
All EPPO climatic zones | Grains | 47 38.9 26.2 553]| 103.0 93.6 118.6 4.1 103.3 91.2 119.5 4.5 0>;47=;0<
Northeast Grains |30 |74.4 63.8 1 84.9 | 101.0 97.0 103.8 13 1015 98.9 103.3 1.0 0>;30 =;0<
HLW (kg) |Border countries of Poland| Grains | 19 73.7 642 804 | 1013 98.5 104.4 1.4 101.2 98.4 106.1 1.8 0>;19=;0<
All EPPO climatic zones | Grains |49 741 638 849 101.2 97.0 104.4 13 1014 98.4 106.1 14 0>;49 =;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-39:  Positive effect on the yield of FHOO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Proline (0.8 L/ha) or Protendo 300 EC (0.65

L/ha
Percentage of Untreated (%) No. of assessments where
Proline (0.8 L/ha) FHOO4 (4.0 L/ha)
Crop | Parameters EPPO Parts [0 Of Untreated FﬁOO4 ¢.9 /e Proline 275 (0.72 L/ha) is significantly®
climatic zone trials Prothioconazole + Sulphur Prothioconazole >;=;<to
200+2500 g a.s./ha 200 g a.s./ha Proline (0.8 L/ha)
Mean: Min | Max | Mean Min Max S.D. Mean Min Max S.D. Proline 275 (0.72 L/ha)

Northeast Grains 9 80 42 109 | 108.7 99.2 143.6 12.7 108.5 97.9 133.8 9.9 0>;9=;0<
Yield (t/ha) |Border countries of Poland| Grains | 12 | 85 | 56 (112 | 1122 102.7 150.9 12.5 112.1 102.3 146.4 11.2 0>, 12=;0<
All EPPO climatic zones | Grains | 21 | 83 @ 42 112 | 1107 99.2 150.9 12.7 110.5 97.9 146.4 10.8 0>;21=;0<
Northeast Grains 9 [424 359 553 | 1019 100.7 103.0 0.7 101.3 99.0 103.6 1.6 0>;9=;0<
TRZAW TGW (g) |Border countries of Poland | Grains | 11 |39.2 i 28.1 : 45.8 | 105.3 99.8 118.6 5.0 105.9 97.9 119.5 5.6 0>;11=;0<
All EPPO climatic zones | Grains | 20 |40.6 0 28.1 1 55.3 | 103.8 99.8 118.6 4.1 103.8 97.9 119.5 4.9 0>, 20=;0<
Northeast Grains 9 |743 683 8L1| 100.4 97.0 103.8 1.7 101.3 99.6 103.1 11 0>;9=;0<
HLW (kg) |Border countries of Poland | Grains | 12 | 75.2 : 66.6 : 80.4 | 101.6 98.5 104.4 15 101.4 98.8 106.1 2.1 0>;12=;0<
All EPPO climatic zones | Grains 21 | 748 166.6 : 81.1 | 101.1 97.0 104.4 1.7 101.4 98.8 106.1 1.7 0>;21=; 0<
TRZDW Yield (t/ha) Maritime Grains 1 4.9 - - 94.2 - - - 118.0 - - - 0>;0=;1<
HLW (kg) Maritime Grains 1 738 - - 100.6 - - - 102.0 - - - 0>,;1=;0<
Yield (t/ha) Maritime Grains 2 88 82 : 94 102.7 100.4 105.0 2.3 103.0 101.3 104.6 1.7 0>;2=;0<
TTLWI TGW (g) Maritime Grains 2 | 427 1411 443 98.2 96.8 99.6 14 100.1 99.1 101.1 1.0 0>;2=;0<
HLW (kg) Maritime Grains 2 |66.4 642 686 | 100.7 99.9 101.5 0.8 101.5 100.7 102.2 0.8 0>;2=;0<
Northeast Grains 4 59 57 6.2 106.4 103.5 1115 3.1 105.5 102.5 112.9 4.3 0>;4=;0<
Yield (t/ha) |Border countries of Poland | Grains 4 78 56 | 97 102.4 96.5 106.2 3.6 101.8 95.7 107.4 4.3 0>;4=;0<
All EPPO climatic zones | Grains 8 69 56 | 97 104.4 96.5 1115 3.9 103.7 95.7 112.9 4.7 0>;8=;0<
Northeast Grains 4 29.0 1 27.6 {1 29.8 | 102.7 101.2 104.5 1.3 103.5 1014 105.9 1.6 0>;4=;0<
SECCW TGW (g) |Border countries of Poland | Grains 4 345 262 393 | 1016 99.2 104.6 2.0 97.7 91.2 101.5 3.9 0>;4=;0<
All EPPO climatic zones | Grains 8 318 26.2 393 | 1022 99.2 104.6 1.8 100.6 91.2 105.9 4.2 0>;8=;0<
Northeast Grains 4 718 684745 | 101.6 101.3 102.2 0.4 101.6 101.0 102.7 0.7 0>;4=;0<
HLW (kg) |Border countries of Poland | Grains 4 728 656788 | 100.8 99.4 102.1 1.0 100.2 98.4 101.6 1.3 0>;4=,0<
All EPPO climatic zones | Grains 8 [723 656788 | 101.2 99.4 102.2 0.8 100.9 98.4 102.7 13 0>;8=;0<
Northeast Grains | 13 | 7.3 | 42 109 | 108.0 99.2 143.6 10.8 107.6 97.9 133.8 8.7 0>;13=;0<
Yield (t/ha) [Border countries of Poland | Grains | 19 | 82 @ 49 112 | 1082 94.2 150.9 11.5 109.3 95.7 146.4 10.4 0>;18=; 1<
All EPPO climatic zones | Grains 32 78 | 42 112 | 108.1 94.2 150.9 11.2 108.6 95.7 146.4 9.8 0>;31=; 1<
Winter Northeast Gra!ns 13 [38.3 :27.6 553 | 102.2 100.7 104.5 1.0 102.0 99.0 105.9 1.9 0>;13=; 0<
cereals TGW (g) |[Border countr_les c_)f Poland Gra!ns 17 [385 26.2 458 | 103.6 96.8 118.6 4.9 103.3 91.2 119.5 6.1 0>;17=;0<
All EPPO climatic zones | Grains | 30 |38.4 : 26.2 553 | 103.0 96.8 118.6 3.8 102.7 91.2 119.5 4.8 0>,;30=;0<
Northeast Grains | 13 | 735 :68.3 : 81.1 | 100.8 97.0 103.8 15 101.4 99.6 103.1 1.0 0>;13=;0<
HLW (kg) |Border countries of Poland | Grains | 19 | 73.7 : 64.2 1 804 | 101.3 98.5 104.4 14 101.2 98.4 106.1 1.8 0>;19=;0<
All EPPO climatic zones | Grains | 32 | 73.6 642 811 | 101.1 97.0 104.4 1.4 101.3 98.4 106.1 1.6 0>;32=;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-40:  Positive effect on the yield of FHOO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Makler 250 SE / Amistar (1.0 L/ha)
Percentage of Untreated (%) No. of assessments where
Makler 250 SE / Amistar FHOO04 (4.0 L/ha)
Crop |Parameters ~EPPO Parts No. off  Untreated F_HOO4 (4.0 L/ha) (1.0 L/ha)_ is significantly®
climatic zone trials Prothioconazole + Sulphur Azoxystrobin >;=;<to
200+2500 g a.s./ha 250ga.s./ha Makler 250 SE / Amistar
Mean: Min Max | Mean = Min Max S.D. | Mean | Min Max S.D. (1.0 L/ha)
Yield (t/ha) Northeast Grains | 6 | 64 149 84| 1131 @ 1100 | 1223 4.3 113.9 @ 1111 | 1196 3.0 0>,;6=;0<
TRZAW | TGW (g) Northeast Grains | 6 |40.8 :35.8:44.3| 104.1 100.8 110.0 4.0 105.0 100.5 110.6 4.1 0>; 6=;0<
HLW (kg) Northeast Grains | 6 |71.1:63.8 78.6| 101.3 100.5 101.7 0.4 101.6 101.1 102.1 0.4 0>; 6=;0<
Yield (t/ha) Northeast Grains 2 6.7 6.5 :69 | 108.3 106.6 110.0 1.7 108.9 107.1 110.6 1.7 0>;2=;0<
TTLWI | TGW (g) Northeast Grains | 2 418 :413:422| 1022 @ 101.2 | 103.1 1.0 102.6 @ 102.0 | 103.2 0.6 0>,;2=;0<
HLW (kg) Northeast Grains | 2 |713:709:71.8| 102.2 102.2 102.2 0.0 101.8 101.2 102.4 0.6 0>;2=;0<
Yield (t/ha) Northeast Grains | 2 51 49 52| 1138 1125 115.0 1.3 115.1 112.4 117.7 2.7 0>;2=;0<
SECCW | TGW (g) Northeast Grains | 2 [29.2 :285 29.9| 1050 @ 1015 | 1084 3.5 1049 @ 1015 | 108.3 3.4 0>;2=;0<
HLW (kg) Northeast Grains | 2 | 753 :748 758| 100.3 @ 100.1 | 1004 0.2 1004 @ 100.3 : 100.5 0.1 0>;2=;0<
Winter Yield (t/ha) Northeast Grains 10 | 6.2 1 49 84| 1123 106.6 122.3 4.0 113.2 107.1 119.6 3.5 0>; 10=;0<
cereals TGW (g) Northeast Grains | 10 |38.7 :128.5 :44.3| 103.9 100.8 110.0 3.6 104.5 100.5 110.6 3.7 0>; 10=;0<
HLW (kg) Northeast Grains | 10 | 72.0 163.8:78.6| 101.2 100.1 102.2 0.7 101.4 100.3 102.4 0.7 0>; 10=;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-41: Positive effect on the yield of FHO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Prosaro (1.0 L/ha
Percentage of Untreated (%0) No. of assessments where
FHOO04 (4.0 L/ha) Prosaro (1.0 L/ha) FHOO04 (4.0 L/ha)
Crop |Parameters climiﬁii(zone Parts ':lrc:é?sf Untreated Prothioconazole + Sulphur Prothioconazole + Tebuconazole is significantly®
200+2500 g a.s./ha 125+125 g a.s./ha >;=;<to
Mean Min Max| Mean Min Max S.D. | Mean | Min Max S.D. Prosaro (1.0 L/ha)
Eﬁg Northeast Grains | 3 3.7 22 148 114.8 112.9 116.9 1.6 1205 @ 1104 @ 1396 @ 135 1>;2=;0<
TRZAW TGW (9) Northeast Grains | 3 43.1 412 46.9| 100.9 95.0 105.0 4.3 1034 @ 1000 : 1054 2.4 0>;3=;0<
HLW (kg) Northeast Grains | 3~ 180.8 76.1 84.9]102.4 101.9 102.9 0.4 102.2 | 101.8 | 102.2 : 0.3 0>;3 =;0<

@ Comparison based on statistics carried out in each trial report.

Table 3.2-42: Positive effect on the yield of FHO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Adexar (1.0 L/ha)
Percentage of Untreated (%) No. of assessments where
FHOO04 (4.0 L/ha) Adexar (1.0 L/ha) FHOO04 (4.0 L/ha)
Crop |Parameters cIimEz;ilz(gone Parts Tr?élosf Untreated Prothioconazole + Sulphur Epoxiconazole + Fluxapyroxad is significantly®
200+2500 g a.s./ha 62.5+62.5 g a.s./ha >;=;<to
Mean Min i Max | Mean Min Max S.D. Mean Min Max S.D. Adexar (1.0 L/ha)
Yield (t/ha) Northeast Grains | 2 38 3.0 46 | 113.0 108.3 117.7 4.7 106.0 945 117.4 11.5 0>;2=;0<
TRZAW | TGW (g) Northeast Grains | 2 |[38.0 :35.4 :405| 1025 93.6 111.4 8.9 105.2 99.5 110.8 5.7 0>;2=;0<
HLW (kg) Northeast Grains | 2 814 813 814 100.2 98.9 101.5 1.3 101.1 98.9 103.3 2.2 0>;2=;0<

(@ Comparison based on statistics carried out in each trial report.

Table 3.2-43:  Positive effect on the yield of FHO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Gigant (1.0 L/ha)
Percentage of Untreated (%) No. of assessments where
FHO04 (4.0 L/ha) Gigant (1.0 L/ha) FHOO4 (4.0 L/ha)
Crop |Parameters climil:t)izgone Parts T:;;Sf Untreated Prothioconazole + Sulphur Prothioconazole + Isopyrazam is significantly®
200+2500 g a.s./ha 150+125 g a.s./ha >;=;<to

Mean Min  Max | Mean Min Max S.D. Mean Min Max S.D. Gigant (1.0 L/ha)

Yield Northeast Grains | 1 |59 - - 110.6 - - - 1121 - - - 0>;1=;0<

TTLW (= Uha)
TGW (9) Northeast Grains | 1 400 - - 103.5 - - - 107.7 - - - 0>,;1=,0<
HLW (kg) Northeast Grains | 1 |[720 - - 100.0 - - - 102.2 - - - 0>;1=,;0<

(@ Comparison based on statistics carried out in each trial report.
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Table 3.2-44:  Positive effect on the yield of FHOO04 (4.0 L/ha) - Winter cereals - Yield parameters - Comparison with Prosaro (1.0 L/ha) [A] +Fandango
(1.0 L/ha) [B]
Percentage of Untreated (%)
Prosaro (1.0 L/ha) [A] + No. of assessments where
FHO04 (4.0 L/ha) Fandango (1.0 L/ha) [B] FHO04 (4.0 L/ha)
EPPO No. off  Untreated . Prothioconazole + Fluoxastrobin is significantly®
Crop  |Parameters climatic zone Parts trials Prothioconazole + Sulphur Prothioconazole + Tebuconazole >:=:< 10
150+150 g a.s./ha Prosaro (1.0 L/ha) [A] +
200+2500 g as./ha 125+125 g a.s/ha Fandango (1.0 L/ha) [B]
Mean Min  Max | Mean Min Max S.D. Mean Min Max S.D.
Yield Northeast Grains | 1 | 84 @ - - 108.4 - - - 107.8 - - - 0>;1=;0<
TRZAW |—UN3)
TGW (9) Northeast Grains | 1 [421 - - 101.7 - - - 101.2 - - - 0>;1=;0<
HLW (kg) Northeast Grains | 1 |[778 - - 102.8 - - - 102.9 - - - 0>;1=,0<
(@ Comparison based on statistics carried out in each trial report.
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33 trials are available to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter soft wheat
crops in Poland. The yield in the untreated plot was from 2.2 to 11.2 t/ha.

1 trial is available to show the positive effect on the yield of FHO04 at 4.0 L/ha in winter durum wheat
crops in Poland. The yield in the untreated plot was 4.9 t/ha.

5 trials are available to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter triticale
crops in Poland. The yield in the untreated plot was from 5.9 to 9.4 t/ha.

10 trials are available to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter rye crops
in Poland. The yield in the untreated plot was from 4.9 to 9.7 t/ha.

Northeast EPPO climatic zone

About winter soft wheat, FHO04 at 4.0 L/ha showed a positive effect on the yield of 11 points compared
to Untreated in 21 trials.

In detail, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (109% vs. 109% in 9 trials). No
significant difference was noted in all trials .

FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (113% vs. 114% in 6 trials). No significant
difference was noted in the 6 trials.

FHOO04 at 4.0 L/ha was slightly inferior to Prosaro at 1.0 L/ha (115% vs. 121% in 3 trials). However,
FHOO4 at 4.0 L/ha was significantly superior in 1 out of 3 trials and no significant difference was noted
in 2 out of 3 trials.

FHOO04 at 4.0 L/ha was superior to Adexar at 1.0 L/ha (113% vs. 106% in 2 trials) even if no significant
difference was noted in both trials.

For information, in 1 trial, FHOO4 at 4.0 L/ha was similar to the program Prosaro/Fandango
(108% vs. 108%). No significant difference was noted.

About winter triticale, FHOO04 at 4.0 L/ha showed a positive effect on the yield of 9 points compared to
Untreated in 3 trials.

In detail, FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (108% vs. 109% in 2 trials). No
significant difference was noted in both trials.

For information, in 1 trial, FHOO04 at 4.0 L/ha was similar to Gigant at 1.0 L/ha (111% vs. 112%). No
significant difference was noted.

About winter rye, FHO04 at 4.0 L/ha showed a positive effect on the yield of 9 points compared to
Untreated in 6 trials.

In detail, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (106% vs. 106% in 4 trials). No
significant difference was noted in the 4 trials.

FHOO4 at 4.0 L/ha was similar to Amistar at 1.0 L/ha (114% vs. 115% in 2 trials). No significant
difference was noted in both trials.

Finally, FHOO4 at 4.0 L/ha showed a positive effect on the yield of 11 points compared to Untreated in
30 trials on winter cereals.

In detail, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (108% vs. 108% in 13 trials). No
significant difference was noted in all trials .

Overall, the same conclusion can be noted with the other yield parameters TGW with a positive effect
of 3 points in 30 trials or HLW with a positive effect of 1 point in 30 ~  trials even if the differences on
these yield parameters are less pronounced.
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Border countries of Poland

About winter soft wheat, FHO04 at 4.0 L/ha showed a positive effect on the yield of 12 points compared
to Untreated in 12 trials.

In detail, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (112% vs. 112%). No significant
difference was noted in the 12 trials .

Overall, the same conclusion can be noted with the other yield parameters TGW with a positive effect
of 5 points in 11 trials or HLW with a positive effect of 2 points in 12 trials even if the differences on
these yield parameters are less pronounced.

For information, in 1 trial about winter durum wheat, FHOO04 at 4.0 L/ha showed a negative effect on
the yield of 6 points compared to Untreated. FHOO04 at 4.0 L/ha was significantly inferior to Proline at
0.8 L/ha (94% vs. 118%).

On the other hand, no effect was noted with the other yield parameter HLW with a slight positive effect
of 1 point.

About winter triticale, FHOO04 at 4.0 L/ha showed a slight positive effect on the yield of 3 points
compared to Untreated in 2 trials.

About winter rye, FHO04 at 4.0 L/ha showed a slight positive effect on the yield of 2 points compared
to Untreated in 4 trials. FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (102% vs. 102% in 4 trials).
No significant difference was noted in the 4 trials.

Overall, the same conclusion can be noted with the other yield parameters TGW with a positive effect
of 2 points in 4 trials or HLW with a positive effect of 1 point in 4 trials.

Finally, FHOO04 at 4.0 L/ha showed a positive effect on the yield of 8 points compared to Untreated in
19 trials on winter cereals.

In detail, FHOO04 at 4.0 L/ha was similar to Proline at 0.8 L/ha (108% vs. 109%). No significant
difference was noted in 18 out of 19 trials .

Overall, the same conclusion can be noted with the other yield parameters TGW with a positive effect
of 4 points in 17 trials or HLW with a positive effect of 1 point in 19 trials even if the differences on
these yield parameters are less pronounced.

All EPPO climatic zones

A total of 33 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter soft wheat crops.
FHOO4 at 4.0 L/ha showed a positive effect on the yield of 12 points compared to Untreated.

A total of 5 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to show the positive effect on the yield of FHO04 at 4.0 L/ha in winter triticale crops.
FHOO4 at 4.0 L/ha showed a positive effect on the yield of 7 points compared to Untreated.

A total of 10 efficacy trials across Northeast EPPO climatic zone and border countries of Poland are
summarised to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter rye crops. FHO04
at 4.0 L/ha showed a positive effect on the yield of 6 points compared to Untreated.

Finally, a total of 49 efficacy trials across Northeast EPPO climatic zone and border countries of Poland
are summarised to show the positive effect on the yield of FHOO04 at 4.0 L/ha in winter soft wheat crops.
FHOO04 at 4.0 L/ha showed a positive effect on the yield of 10 points compared to Untreated.

Overall, the same conclusion can be noted with the other yield parameters TGW with a slight positive
effect of 3 points in 47 trials or HLW with a positive effect of 1 points in 49 -~ trials even if the
differences on these yield parameters are less pronounced.

The difference between the reference standards with at least 5 trials can be illustrated by box plot graphic
Figure 3.2-13). Overall, FHOO04 at 4.0 L/ha had the same effect on the yield and the same dispersion
and variation between means than Proline at 0.8 L/ha or Amistar at 1.0 L/ha.
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Figure 3.2-13  Positive effect of FHOO04 at 4.0 L/ha on the yield - Winter cereals - Percentage of the
untreated
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To conclude, FHOO04 at 4.0 L/ha allowed to increase the yield in winter cereals crops like the

reference standards Proline at 0.8 L/ha, Amistar at 1.0 L/ha, Prosaro at 1.0 L/ha, Adexar at
1.0 L/ha or Gigant at 1.0 L/ha.

Comments of zZRMS:
Yield and relevant quality indicators from efficacy trials

The submitted results from efficacy trials have demonstrated, that in majority of trials the FHO04 had visibly
increased yield quantity and quality of winter cereal crops as compared to the untreated control. The results
achieved for FHO04 were mostly comparable to those obtained with the use of reference products.

It can be concluded that FHOO04 applied at the recommended dose rate of 4.0 L/ha has positive effect on the

yield quantity and yield quality parameters (TGW, HLW) of the target winter cereal crops and does not cause
any adverse effects on the yield.

ZRMS Abstract
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3.2.3.7 Zonal conclusion on efficacy of test product against cereals diseases

A total of 59 valid efficacy trials carried out from 2019 to 2023 are provided to confirm the efficacy
of FHOO4 at 4.0 L/ha in Poland in winter cereals. Table 3.2-45 summarises the efficacy of FHO04 to
control cereals disease complex from all valid efficacy trials provided in this dRR.

Table 3.2-45:  Efficacy of FHOO04 - Wheat - All valid efficacy trials

Percentage of efficacy (%)
FHOO04 - 4.0 L/ha
Target app’\llic():é?ifons Part ?ﬁélc;f Untreated Prothioconazole + Sulphur
200+2500 g a.s./ha
Min Max Mean Min Max
Leafl | 16 4.5 37.8 76.6 24.8 100.0
SEPTTR 2 Leaf2 | 27 5.0 27.4 83.7 19.8 100.0
Leaf3 | 25 5.3 67.1 78.7 12.7 100.0
Leafl | 21 5.2 54.3 86.7 6.5 100.0
PUCCRE 2 Leaf2 | 19 4.7 415 82.5 135 100.0
Leaf 3 | 11 5.9 9.9 93.1 88.1 100.0
Leaf 1 8 5.1 56.3 86.7 27.6 97.3
PUCCST 5 Leaf2 | 12| 26 " 665 84.5 251 100.0
Leaf 3 9 4.7 76.8 87.9 51.8 100.0

In accordance with EPPO guideline PP1/257, all data against cereals disease complex (SEPTTR,
PUCCRE, and/or PUCCST ) in winter and spring wheat, durum wheat, spelt, rye, and
triticale can be considered as comparable and merged in this section. The efficacy of FHO04 was
good against cereals disease complex (SEPTTR, PUCCRE, and/or PUCCST ).

Therefore, provided data are sufficient to justify the efficacy of FHOO04 at 4.0 L/ha to control
cereals disease complex.

Comments of zZRMS:

The reason for this summary is unclear and the origin of the figures — uncertain. The number of applications (1)
is incoherent with trial methodology presented in Table 3.2-19. Since all the conclusions important for the eval-
uation of the efficacy part of the dossier have already been presented and commented, the summary is redundant.
For these reasons it has been ignored by ZRMS.

The applicant’s response to zRMS within the commenting period:

“Table 3.2-45 provides a concise summary of efficacy of FHOO04 against each disease, when considering all
relevant data from EPPO-NE and EPPO-MAR supportive countries. The data is compiled from summary tables
in earlier sub-sections.”

The statement does not alter the outcome of the evaluation.
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3.3 Information on the occurrence or possible occurrence of the development of
resistance (KCP 6.3)

3.3.1 Introduction

FHOO4 is a Suspension concentrate (SC) preparation containing 50 g/L prothioconazole and 625 g/L
sulphur. This co-formulated fungicide is intended for the control of foliar diseases of cereals by foliar
application method. Please refer to the GAP table in Table 3.2-3.

Prothioconazole is a broad-spectrum synthetic fungicide of the triazolinthione family of compounds
with curative, preventive and eradicative action It belongs to the Sterol Biosynthesys
Inhibitors (SBI fungicides), SBI class I, group name: DMI (De-Methilation Inhibitors) . SBI
fungicides inhibit the C14 demethylation step within fungal sterol biosynthesis. Chemically, DMI's
belong to different classes.

Sulphur is an inorganic (electrophile) element that is used as a contact fungicide providing effective
control of various diseases. The Fungicide Resistance Action Committee (FRAC) classifies sulphur as
a chemical with multi-site contact activity. Sulphur is classified under FRAC code M02 (FRAC, 2019).
The possibility of development of resistance or cross-resistance to the active substances contained in
FHOO4 is discussed thereafter based on the requirements detailed in EPPO standard PP1/213(4)
‘Resistance risk analysis’.

3.3.2 Mode of action

The biological mode of action of prothioconazole has been shown to be based on inhibition of the sterol
biosynthesis pathway in fungi. Ergosterol is a unique component of the membrane of fungi, the
inhibition of its biosynthesis makes the cell membrane rigid and leaky, so that the pathogen's hyphae
cannot grow and infect the plant®. At the target site level prothioconazole inhibits C-14 demethylase of
ergosterol precursors, which then accumulate at the expense of ergosterol and belongs to the group of
compounds collectively termed as De-Methylation Inhibitors (DMIs). The molecule is classified by
FRAC in group3 (G1, C-14 demethylase in sterol biosynthesis (ergl1/cyp51).

Sulphur is a non-systemic multisite inorganic fungicide with a secondary biological activity against
mites. It exerts its biological activity by contact, providing effective control of various diseases mainly
caused by Ascomycete fungi. Sulphur inhibits the development and growth of diseases caused by fungal
pathogens. Sulphur present on the leaves of treated plants acts as elemental sulphur. It can penetrate the
fungal cells or mite cells due to its liposolubility and can break the cell membrane resulting in cell death
due to dehydration. It also acts at the respiratory chain level (on cytochrome C) by disrupting electron
transport and therefore preventing the ATP formation. The particle size of sulphur influences anti-fungal
activity.

3.3.3  Mechanism and evidence of Resistance

Prothioconazole and other DMI fungicides are considered to have a medium risk of resistance
development. Resistant isolates to DMI fungicides have been detected in several pathogens including
amongst others Fusarium graminearum, Microdochium nivale, Puccinia striiformis (laboratory studies),
Blumeria graminis, Zymoseptoria tritici and Pyrenophora tritici-repentis (field studies) in wheat and
Blumeria graminis, Pyrenophora teres and Rhynchosporium secalis (field studies) in barley®.

The primary mechanism of resistance is the accumulation of several independent mutations in the target
site. Each individual mutation typically causes only a small reduction in sensitivity, and it is not observed
to impact efficacy under field conditions until multiple mutations accumulate in an isolate that are large
enough to cause a reduction in sensitivity. Hence, resistance to DMI’s is mostly characterised by a slow,
stepwise erosion of efficacy over several years of intensive use rather than by a rapid loss of control.
More detailed information in this area is especially available for Zymoseptoria tritici, the causal agent
of leaf blotch, the most important disease of wheat in Europe. A shift in sensitivity of Zymoseptoria

6 http://www.frac.info/
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tritici populations to DMI fungicides has been observed since their introduction in the 1980s. The
decrease in sensitivity is supposed to be based on different mechanisms, such as mutations in the target
gene coding for the cytochrome P450-dependent C14a- demethylase (CYP51), overexpression of the
CYP51 gene and increased DMI efflux due to overexpression of transporter genes.

Sulphur being an active substance with multi-site activity, is considered as a low risk, without any
significant signs of resistance development. There have been no reported cases of fungal pathogen
resistance to sulphur’.

The risk of fungal phytopathogens developing resistance to sulphur is restricted and in practice there
have been no reported cases of fungal phytopathogens showing resistance to sulphur, following
commercial use in the EU and worldwide for many years (EPPO, 2023" and FRAC, 20208).

3.34 Cross-resistance

All DMI fungicides inhibit pathogens by interacting with the same target site (C14-demethylase) and
are therefore considered to be cross-resistant with each other. Generally, compounds within each
subgroup of SBI’s (DMI’s, amines, KRI’s) are cross-resistant with other members within the same
group, but there is no cross-resistance between members of different groups.

Furthermore, DMI’s show no cross-resistance to any of the other major cereal fungicide classes.

In addition, while there have been cases of cross resistance to some of the target phytopathogens for
FHOO04, within individual fungicides groups such as DMI fungicides, there has been no cross resistance
reported to other groups such as multi-site fungicides.

Consequently, FRAC Working Group guidelines recommend the use of DMI fungicides in mixture with
fungicides from other groups, such as multisite fungicides.

There is no known cross-resistance between sulphur and other fungicides with multi-site contact activity
such as dithio-carbamates, phthalimides, sulfamides, chloronitriles, quinones and others (FRAC codes
MO1 to M12).

3.3.5  Sensitivity data

No baseline or sensitivity data is provided as both active substances have been used commercially in
Europe for many years.

The following information on the resistance status of various pathogens (for which control is claimed
on the FHOO4 label) is available, from the Sterol Biosynthesis Inhibitor (SBI) Working Group (2023
meeting), FRAC (Fungicide Resistance Action Committee)®:

3351 Leaf spot (Zymoseptoria tritici) - Wheat

After the slight increase in the frequency of less sensitive isolates from 2002 to 2004, the situation had
stabilised between 2005 and 2008. In 2009 a trend to slightly higher ECso values was observed in
important cereal growing areas (France, Germany, Ireland, United Kingdom), this trend has slowed
down in 2010 to 2012 and was stable in 2013. 2014 sensitivity was in the same range as 2011.

In 2015 depending on the individual active ingredient and regions slight shifts of sensitivity of
populations have been observed. Highest ECso values were observed in areas of elevated disease
pressure and sub-optimal use of azoles in spray programs (e.g. reduction of rates in comparison to the
manufacturer’s recommended rate and inappropriate use of effective mix-partners).

In 2016 and also in 2017 the sensitivity of the populations was overall stable on a European level with
regional differences also based on different disease epidemics. In regions with lower sensitivity in 2015
the sensitivity of the populations was stable and, in some areas, even partially increased.

7 List of Resistance Cases, EPPO Database on Resistance Cases, EPPO, Online, Link Accessed March 2023

8  List of first confirmed cases of plant pathogenic organisms resistant to disease control agents, Revised May 2020, FRAC,
Online, Link

9 STEROL BIOSYNTHESIS INHIBITOR (SBI) WORKING GROUP Minutes from WG meeting on January 20th, 2023
and update on April, 20th, 2023 and September 6th, 2023 Link


https://resistance.eppo.int/database/cases_list
https://www.frac.info/docs/default-source/publications/list-of-resistant-plant-pathogens/list-of-first-confirmed-cases-of-plant-pathogenic-organisms-resistant-to-disease-control-agents_05_2020.pdf?sfvrsn=7073499a_2
https://www.frac.info/frac-teams/working-groups/sbi-fungicides/recommendations-for-sbi
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In 2018 the sensitivity of the populations was overall stable on the European level. In 2019, the
sensitivity of the populations was overall stable on European level with ECso sensitivity values slightly
higher compared to 2018 in some geographies but overall in the range of previous years.

In 2020, monitoring was carried out in Austria, Belgium, Bulgaria, Croatia, Czech Republic, Denmark,
France, Germany, Hungary, Ireland, Italy, Latvia, Lithuania, Netherlands, Norway, Poland, Romania,
Russia, Slovakia, Spain, Sweden, Switzerland, Turkey, Ukraine and United Kingdom. The sensitivity
of populations was overall stable on European level with ECs sensitivity values in the range of previous
years.

Overall, as already reported in 2019, DMI EC50 sensitivity values were somewhat higher in the UK and
Ireland than observed on the European continent where a gradient can be observed from North-West to
South-East.

In Zymoseptoria tritici, different DMI haplotypes can lead to varying levels of sensitivity depending on
the chemical structure. As DMIs are generally cross-resistant, resistance management approaches should
be the same for all DMIs.

In 2021, monitoring was carried out in Austria, Belgium, Bulgaria, Croatia, Czech Republic, Denmark,
Estonia, France, Germany, Hungary, lIreland, Italy, Latvia, Lithuania, Poland, Romania, Russia,
Slovakia, Spain, Sweden, The Netherlands, Turkey, Ukraine, and the United Kingdom.

In 2022, monitoring was carried out in Austria, Belgium, Bulgaria, Czech Republic, Denmark, Estonia,
France, Germany, Hungary, Ireland, Italy, Latvia, Lithuania, Netherlands, Norway, Poland, Romania,
Russia, Slovakia, Spain, Sweden, Switzerland, Ukraine and United Kingdom.

Overall, the sensitivity of European populations monitored in 2022 stayed in the range observed in
previous years. Slight shifts in sensitivity of populations have been observed depending on the individual
active ingredient and regions. The field performance of DMI-containing fungicides was good when used
according to the manufacturers and FRAC recommendations.

In regions with limited options in fungicides classes and/or a common practice of significantly reduced
rates, DMIs are at higher risk and performance might be impacted.

3.35.2 Brown Rust (Puccinia recondita) - Wheat

Monitoring in 2020 has been carried out in Belgium, Czech Republic, Denmark, France, Germany,
Hungary, ltaly, Poland, Romania, Slovakia, Spain and United Kingdom. Disease pressure was low to
moderate in most of the countries in Europe.

In 2022, monitoring was carried out in Belgium, France, Germany, Hungary, Italy, Lithuania, Poland,
Romania, Slovakia, Spain, and the United Kingdom. Sensitivity data from 2022 for wheat brown rust
showed that sensitivities were in the range of those of the last 20 years as observed in monitoring from
other FRAC member companies.

3.35.3 Yellow Rust (Puccinia striiformis) - Wheat

In 2021, monitoring was carried out in Belgium, Czech Republic, France, Germany, Italy, Poland, and
Romania. In 2022, monitoring was carried out in France, Germany, Italy, Netherlands, Poland, Romania,
Spain and the United Kingdom.

The first monitoring in 2015 showed high sensitivity and low diversity, and from 2016 to 2022 a stable
situation was reported

3.3.6  Use pattern

In the most intensive cereal growing regions of Europe and especially in seasons with high disease
pressure up to four foliar sprays per crop are done. Treatment frequency in wheat is higher compared to
rye and triticale. Selection pressure resulting from unrestricted use pattern would increase the risk of
quick resistance development compared to a usage according to a management strategy. FHOO04 is a
Suspension concentrate (SC) preparation containing 50 g/L prothioconazole and 625 g/L sulphur.
FHOO4 is proposed for use cereals (wheat, triticale, rye and spelt) for the control of a range of diseases
(leaf spot, brown and yellow rusts).
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FHOO4 is intended to be applied via foliar spray. Depending on the crop, FHO04 of formulated product
(i.e. 200 and 2500 g of the actives substances prothioconazole and sulphur) per hectare are recommended
with a number of applications of 2.

FHOO4 is intended to be sprayed with a water volume ranging from 100 to 400 L/ha, depending on the
typical local practice.

3.3.7 Resistance risk assessment of unrestricted use pattern

The development of resistance depends on three parts: the fungicide risk, the pathogen risk and the
agronomic risk.

3.3.71 Inherent active substance associated risk

The active substances of the fungicide prothioconazole and sulphur, have been used in crop protection
for many years and are well established in the market.

The DMI fungicides like prothioconazole are classified as substances exerting a medium risk of
resistance development (FRAC, 2022).

Sulphur is considered to have a low risk of developing resistance (FRAC, 2022).

3.3.7.2 Inherent pathogen associated risk

The resistance risk of a pathogen to a fungicide is classified in three different situations - low, medium,
and high.

In a low-risk situation, restrictions in the use pattern are not required. In a moderate-risk situation,
restrictions in the use pattern should be recommended. In a high-risk situation, specific resistance
management strategies are always required (including specific label warnings).

Generally, the risk increases when a pathogen undergoes many and short disease cycles per season, the
dispersal through spores over time and space is high, sexual recombination is mandatory in the disease
cycle, and the competitive ability of a resistant individual is at least as high as that of the wild type (in
the absence of selection pressure). Furthermore, the risk is considered as high when resistance has
evolved already after only a few years of fungicide product use. According to FRACY, the inherent
resistance risk of the target pathogens for FHOO04 are as follows. Pathogens not classified by FRAC are
considered low risk.

Table 3.3-1: The inherent resistance risk of the target pathogens for FHO04
Pathogen | Crop Risk | Risk class
Cereals diseases
Zymoseptoria tritici Wheat Medium 2
Puccinia recondita Wheat Low 1
Puccinia striiformis Wheat Low 1

3.3.7.3 Inherent combined risk

When the pathogen risk is reported in a table with the inherent resistance risk of the DMIs group, the
combined resistance risk for each pathogen/fungicide combination can be estimated as follow (FRAC,
2019)™,

Table 3.3-2: Combined Inherent risk for each active substance contained in FHO04
MOIECTG Risk Combined Risk
High = 3 3 6 9
Me(_jlum =2 2 4 6
prothioconazole
Low=1 1 2 3

10 FRAC Pathogen Risk List (September 2019), Online, Link
11 https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf



https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf?sfvrsn=caf3489a_2
https://www.frac.info/docs/default-source/publications/pathogen-risk/frac-pathogen-list-2019.pdf
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sulphur
Pathogen risk — Low =1 Medium = 2 High=3
Puccinia spp. Zymoseptoria tritici )
Pathogen — (PUCCSI, PUCCRE) (SEPTTR)

Combined Risk: 1 = low, 2 to 6 medium, 9 high (FRAC, 2019)

When considering the combined risk of resistance based upon the inherent risk of prothioconazole and
sulphur, and the inherent risk of the target pathogens, according to the combined risk schematic
developed by Brent and Hollomon and amended by FRAC!?*1° (Table 3.3-2), the combined inherent
risk for prothioconazole and sulphur is low to medium for the diseases that a registration demand is
asked. However, this table does not consider the agronomy risk.

The actual risk of resistance depends not only on the inherent risk of a particular fungicide - pathogen
combination, as indicated in the previous table, but also on the conditions of fungicide use. In fact, there
are important parameters of resistance risk in practice that must be included in an integral part of
resistance risk assessment.

Different agronomic practices (rotation of crops, cultural techniques, irrigation, cultivars, use of
alternate chemicals with different modes of action, and/or timing of application) help to reduce the
selection pressure and the risk of resistance development. The agronomic risk interacts in a complex
way, whereas the fungicide and pathogen risks are inherent. The agronomic risk varies depending on
different factors (e.g. climatic conditions, agricultural practice).

The use of mitigation measures can reduce the agronomic risk, thus allowing reducing the combined
risk to low levels. Table 3.3-3 reports the combined risk for FHO04 considering the agronomic risk.

Table 3.3-3: Possible combined risk for FHOO4 in relation with the agronomic risk level
Moleculle Risk Combined risk Agronomic Risk
6 12 18 High =1
High=6 3 6 9 Medium = 0.5
15 3 4.5 Low = 0.25
o 4 8 12 High =1
( r(l)\:lrfgltlzjo?;;ole) 2 4 6 Medium =0.5
P 1 2 3 Low =0.25
_ 1 2 3 High =1
(S'l-fl"";‘ulr) 0.5 1 15 Medium = 0.5
P 0.25 05 0.75 Low =0.25
Pathogen risk — Low =1 Medium = 2 High=3
Puccinia spp. Zymoseptoria tritici )
Pathogen (PUCCSI, PUCCRE) (SEPTTR)

Highest possible value = 18 (high molecule risk high pathogen risk and high agronomy risk).

For all those diseases, fungicides are not systematically applied. Application is performed according to
the disease contamination level and is based on the assessment carried out by the plant protection
technical department of various partners. Those assessments are completed by modelling systems which
refine the date of application. All the results are communicated to farmers through various supports.
This process avoids excessive number of applications on pathogens.

According to the Good Agricultural Practices, FHOO04 is applied twice in cereals in consequence the
agronomic risk on those diseases is low and equal to 0.25. Considering the agronomic risk, the combined
risk adapted to the use of FHOO4 is the following one:

Table 3.3-4: Summary of the combined risk for FHO04

Pathogen Cro Prothioconazole Sulphur
9 P Combined Risk | Combined Risk
Zymoseptoria tritici (SEPTTR) Wheat 2 0.5
Puccinia spp.
(PUCCSI, PUCCRE, PUCCHD) Wheat ! 0.25

When considering the impact of agronomic risk on the combined risk of resistance, according to the
schematic modified according to Kuck, 2005 (where risk is rated from 0.25-18), the overall combined

2 Brent, K and Hollomon, D, 2007, Fungicide Resistance in Crop Pathogens: How Can it Be Managed 2nd edition, Link


https://www.frac.info/docs/default-source/publications/monographs/monograph-1.pdf?sfvrsn=769d419a_8
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risk in combination with all levels of agronomic risk (0.25-1) gives an overall risk of less than 4. A score
of less than 4 represents low overall risk, even in situations with the highest pathogen risk.

The multi-site activity of sulphur makes the development and proliferation of resistant pathogenic
fungus strains unlikely, especially when the compounds are incorporated in annual spray programs, e.g.
in combination with or in alternation with single-site acting fungicides that normally give a higher risk
of development of resistant strains of the target pathogen as a response to repeated and unbalanced use
of single-site acting fungicides.

Therefore, the risk of resistance is considered acceptable when FHOO4 is used according to Good
Agricultural Practices and label recommendations.

3.3.8 Management strategy

For fungicide groups or crop situations where there is a high risk of resistance development, there are
specific FRAC Working Groups and/or specific recommended usage guidelines.

As sulphur has a low risk of resistance, there are no specific restrictions for their use related to resistance.
However, FRAC guidance on the use of multi-site fungicides’* does acknowledge the following
advantages of their use - Restricting the use of multisite fungicides from use in important crops could
result in faster development of resistance to single site mode of action fungicides. This in turn could
lead to epidemic disease development, serious crop losses, and finally the loss of highly effective
fungicides for a sustainable disease management.

In case of fungal pathogens in cereals, the relevant FRAC Working Group* notes that many fungicides
belonging to the Azanapthalenes (FRAC code 13), Benzimidazoles (FRAC code 1), Phenylamides
(FRAC code 4), Quinone inside Inhibitors (FRAC code 21), Quinone outside Inhibitors (FRAC code
11), Demethylation Inhibitors (FRAC code 3), and SDHI (FRAC code 7) groups should be used in
mixture with partners with no cross resistance and/or a low risk of resistance development. A product
containing sulphur which has a multi-site mode of action and low risk of resistance development is a
good solution and match for this requirement.

Additionally, major points of risk reduction are the agronomic measures. In many crops, cultivation and
other non-chemical methods according to Good Agricultural Practice are necessary to hold the resistance
risk at a low level. This includes crop rotation, alternation of fungicides and reduced number of
applications.

3.3.9 Implementation of the management strategy

Resistance management strategies are communicated in two forms: product label recommendations and
practical use guidelines tailored to particular situations or regions. Label recommendations form the
basis of the resistance management strategy, providing instruction relevant to all product usages, and all
appropriate resistance management statements and restrictions for the relevant country.

Additionally, the FRAC guidelines for minimizing the risk of resistance developing to crop fungicides
are available (eg. www.frac.info), and are communicated actively by FRAC to plant protection advisors
in European countries.

3.3.10 Monitoring, reporting and reaction to changes in performance

UPL continuously monitors efficacy of its plant protection products in commercial situation at the farm
level. Additionally, national official services recommending and monitoring good agricultural practices
and IPM strategies also monitor the efficacy and screen any efficacy failure event suspected to be in
response to a resistance problem. In case of an efficacy shift or possibility of resistance, they are
investigated and if confirmed they are reported to the registration authority and appropriate action is
taken.

13 Importance of multisite fungicides in managing pathogen resistance, FRAC, June 2018, Online, Link
14 Summary of Fungicide Resistance Management Guidelines by FRAC Working Group (WG) and Expert Fora (EF) relevant
for Cereals and Corn, Online, Link


http://www.frac.info/
https://www.frac.info/docs/default-source/publications/statement-on-multisite-fungicides/frac-statement-on-multisite-fungicides-2018.pdf?sfvrsn=3c25489a_2
https://www.frac.info/docs/default-source/summary-for-selected-crops/summary-of-frac-recommendations-for-cereals-and-corn.pdf
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As a summary, the risk of resistance of ~ low to medium is considered acceptable when the
product is used according to the GAPs and taking into account the proposed management
strategies.

Comments of zZRMS:
Risk of resistance

FHOO04 is a new fungicide containing a mixture of two known active substances: prothioconazole (chemical
group: triazoles, group name: DMI-fungicides, SBI: Class I; FRAC code: 3) and sulphur (chemical group: multi-
site contact activity, group name: inorganic (electrophiles), FRAC code: M02). The mode of action of prothio-
conazole is inhibiting the ergosterol synthesis by the inhibition of the steroid reduction and the target site is C4-
demethylase in sterol biosynthesis. The most acknowledged mode of action of sulphur is disrupting electron
transport while acting on cytochrome C, therefore preventing ATP formation. However, sulphur is also com-
monly classified as one of multi-site actives, the classification reflecting some knowledge of possible other sites
of action and, at the same time, some level of uncertainty as to the precise identity of these other sites.

As the result, the FHOO04 contains active substances with different modes of action with no documented cross
resistance in the control of pathogens.

The resistance risk of prothioconazole belonging to DMI-fungicides has been defined by FRAC as medium,
irrespective of the well-known properties of the entire DMI fungicide class, namely their ability to induce peri-
odical fluctuations in susceptibility of the exposed pathogens. Sulphur, on the other hand, as contact fungicide,
affects multiple biochemical sites in fungi and is consequently classified by FRAC as low-risk of resistance an
active. Since multi-site fungicides are considered important components to the fungicide resistance management
strategy, the combination of sulphur with other, medium-risk active, should be considered appropriate, from
the resistance management perspective. Until now, there has been no product co-formulating prothioconazole
with sulphur on the Polish market.

According to the FRAC Pathogen Risk List (revised in September 2019), Zymoseptoria tritici and Puccinia sp.
(P. striiformis, P. triticina P. recondita) are defined as medium and low risk of resistance pathogens, respec-
tively.
FRAC List of the first confirmed cases of plant pathogenic organisms resistant to disease control agents (revised
in May 2020) includes the following cases of the cereal pathogens resistance to DMI-fungicides:

- Zymoseptoria tritici (on wheat),

- Puccinia striiformis (on wheat),

- Erysiphe graminis (on wheat, barley),

- Fusarium spp (on wheat),

- Pseudocercosporella herpotrichoides = Oculimacula yallundae (on wheat),

- Pyrenophora teres (on barley),

- Pyrenophora tritici-repentis (on wheat),

- Rhynchosporium secalis (on barley),

- Ustilago avenae (on oat).
No cases of target pathogen resistance have been described for M02 (including sulphur) fungicides by FRAC.

According to the results from monitoring studies reported by FRAC Sterol Biosynthesis Inhibitor (SBI) Working
Group (Minutes from WG meeting on January 19st, 2024):

- For Wheat/ Zymoseptoria tritici: In 2023, in general, field performance of DMI-containing fungicides
was good when used according to the manufacturers and FRAC recommendation. Overall, the sensi-
tivity of European populations monitored in 2023 stayed in the range observed in previous years. Slight
shifts in sensitivity of populations have been observed depending on the individual active ingredient
and regions. In 2023, monitoring was carried out in Austria, Belgium, Bulgaria, Croatia, Czech Repub-
lic, Denmark, Estonia, France, Germany, Hungary, Ireland, Italy, Latvia, Lithuania, Netherlands, Nor-
way, Poland, Romania, Russia, Slovakia, Spain, Sweden, Switzerland, Ukraine, and United Kingdom.

- For Wheat/ Puccinia triticina: In 2023 monitoring was carried out in France and Germany (limited
number of samples). Data from 2023 for wheat brown rust showed that sensitivities were in the range
of those of the last 20 years,

- For Wheat/ Puccinia striiformis: In 2023 monitoring was carried out in France, Germany, Poland, and
the United Kingdom. The first monitoring in 2015 showed high sensitivity and low diversity, and from
2016 to 2023 a stable situation was reported.
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The combined inherent risk for prothioconazole and sulphur has been therefore determined as low to medium
for the target diseases. After including also the agronomic risk in the resistance risk assessment, the overall risk
of resistance has been determined as low.

Nevertheless, based on the submitted data and in order to avoid possible development of resistance, the follow-
ing standard resistance management tools are recommended to be included in the label of FHO04:

- Use FHOO04 in accordance with label recommendations, i.e. observing the maximum number applica-
tions per growth season, and the recommended dose rate,

- Include, in the adopted plant protection program, fungicides containing active substances from other
groups according to the FRAC classification, with different modes of action (use the products
alternately or in a tank mixture),

- Use FHOO04 mainly preventively i.e. at the beginning of primary or secondary infection periods,

- Include, in the adopted disease plant protection program, control methods other than chemical, in
accordance with the principles of integrated plant protection, e.g. cultivation of resistant varieties and
the appropriate crop rotation.

ZRMS Abstract

3.4 Adverse effects on treated crops (KCP 6.4)

3.4.1  Phytotoxicity to host crop (KCP 6.4.1)

34.1.1 Material and Methods

Material and Methods used in efficacy trials are given within Section 3.2.3.1 and not repeated here.
34.12 Crop safety results in winter soft wheat

The crop sensitivity was assessed in 59 efficacy trials performed from 2019 to 2023 (presented in
Section 3.2.3) in winter wheat. All trials were carried out by testing facilities officially recognised
according to Good Experimental Practice (GEP). Phytotoxicity assessments are summarised in

Table 3.4-1.

Table 3.4-1: Selectivity of FHOO04 (4.0 L/ha) — Winter soft wheat (TRZAW) - Efficacy trials

FHOO04 - 4.0 L/ha
Number of trials with... Prothioconazole + Sulphur Reference standard
200+2500 g a.s./ha
0% 59 58
- 0,
Maximum of phytotoxicity ;0 9‘;(30/0 8 (1)
recorded during the trials 10° '14 9% 0 0
15% and more 0 0
0% 59 59
- 0,
Level of symptoms at the ;0 9‘;(30/0 8 8
last assessments :
10 - 14.9% 0 0
15% and more 0 0

No phytotoxicity symptoms caused by FHOO4 at the proposed dose of 4.0 L/ha were recorded in any of
the  efficacy trials. The potential impact of variety on the occurrence of phytotoxicity was observed
in 35 different varieties of winter soft wheat (Table 3.4-2).

Table 3.4-2: Phytotoxicity assessments of FHOO04 - Varieties tested in efficacy trials
No of | No of
trials | varieties

Crop Variety names (No of trials)

Apostel (2), Arkadia (2), Arktis (1), Artist (2), Belissa (2), Benchmark(2), Boregar (1),
Bosporus (1), Bussard (1), Comandor (1), Dagmar (1), Dakotana (1), Edvins (3),
\Winter soft wheat] 59 35 Euforia (1), Flippen (1), Fredis (2), Genius (1), Informer (1), Inspiration (1), Janne
(TRZAW) (1), JB Asano (1), Joker (1), KWS Donovan (2), Medalistka (1), Ohio (1), Olivin (1),
Opal (1), Opoka (1), Patras (4), Ponticus (1), RGT Bilanz (1),

RGT Reform (3), Skagen (11), Tytanika (1), Zeppelin (1)
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Therefore, no effect is expected in wheat crops if FHOO4 is applied at the maximum requested
rate of 4.0 L/ha according to the Good Agricultural Practices and label recommendations.

34.1.3 Crop safety results in winter durum wheat

The crop sensitivity was assessed in 2 efficacy trials performed from 2019 to 2023 (presented in Section
3.2.3) in winter wheat. All trials were carried out by testing facilities officially recognised according to
Good Experimental Practice (GEP). Phytotoxicity assessments are summarised in Table 3.4-3.

Table 3.4-3: Selectivity of FHOO04 (4.0 L/ha) - Winter durum wheat (TRZDW) - Efficacy trials

FHOO04 - 4.0 L/ha
Number of trials with... Prothioconazole + Sulphur Reference standard

200+2500 g a.s./ha

0% 2 2
- 0,

Maximum of phytotoxicity >0 4'3/0 0 0
recorded during the trials 5-9.9% 0 0
10 - 14.9% 0 0
15% and more 0 0
0% 2 2
>0-4.9% 0 0
Lot o yplomsatthe 5. oo : 0
10 - 14.9% 0 0
15% and more 0 0

No phytotoxicity symptoms caused by FHOO04 at the proposed dose of 4.0 L/ha were recorded in any of
the  efficacy trials. The potential impact of variety on the occurrence of phytotoxicity was observed
in 1 variety of winter durum wheat (Table 3.4-4).

Table 3.4-4: Phytotoxicity assessments of FHOO4 - Varieties tested in efficacy trials
Crop No of trials No of varieties Variety names (No of trials)
Winter durum wheat .
(TRZDW) 2 1 Wintergold (2).

Therefore, no effect is expected in wheat crops if FHOO04 is applied at the maximum requested
rate of 4.0 L/ha according to the Good Agricultural Practices and label recommendations.

34.14 Crop safety results in winter triticale

The crop sensitivity was assessed in 10 efficacy trials performed from 2021 to 2023 (presented in
Section 3.2.3) in winter triticale. All trials were carried out by testing facilities officially recognised
according to Good Experimental Practice (GEP). Phytotoxicity assessments are summarised in
Table 3.4-5.

Table 3.4-5: Selectivity of FHOO04 (4.0 L/ha) - Winter triticale (TTLW!I) - Efficacy trials
FHOO04 - 4.0 L/ha

Number of trials with... Prothioconazole + Sulphur Reference standard
200+2500 g a.s./ha
0% 10 10
- 0,
Maximum of phytotoxicity >0 4'(?/0 0 0
recorded during the trials 5-9.9% 0 0
10 - 14.9% 0 0
15% and more 0 0
0% 10 10
>0 -4.9% 0 0
Lo o mptoms atthe o e : o
10 - 14.9% 0 0
15% and more 0 0

No phytotoxicity symptoms caused by FHOO04 at the proposed dose of 4.0 L/ha were recorded in any of
the = efficacy trials. The potential impact of variety on the occurrence of phytotoxicity was observed
in 5 different varieties of winter triticale (Table 3.4-6).
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Table 3.4-6: Phytotoxicity assessments of FHOO04 - Varieties tested in efficacy trials

No of No of . .
Crop trials varieties Variety names (No of trials)
W'?.Itfl_rl_tw;ale 10 5 Grenado (1), Lombardo (6), Rotondo (1), SU Agendus (1), Trismart (1).

Therefore, no effect is expected in triticale crops if FHOO04 is applied at the maximum requested
rate of 4.0 L/ha according to the Good Agricultural Practices and label recommendations.

3.4.15 Crop safety results in winter rye

The crop sensitivity was assessed in 12 efficacy trials performed from 2021 to 2023 (presented in
Section 3.2.3) in winter rye. All trials were carried out by testing facilities officially recognised
according to Good Experimental Practice (GEP). Phytotoxicity assessments are summarised in
Table 3.4-7.

Table 3.4-7: Selectivity of FHOO04 (4.0 L/ha) - Winter rye (SECCW) - Efficacy trials

FHOO04 - 4.0 L/ha
Number of trials with... Prothioconazole + Sulphur Reference standard

200+2500 g a.s./ha

0% 12 12
- 0,

Maximum of phytotoxicity >0 4'?/0 0 0
recorded during the trials >-9.9% 0 0
10 - 14.9% 0 0
15% and more 0 0
0% 12 12
>0 - 4.9% 0 0
PR L T o o
10 - 14.9% 0 0
15% and more 0 0

No phytotoxicity symptoms caused by FHOO04 at the proposed dose of 4.0 L/ha were recorded in any of
the  efficacy trials. The potential impact of variety on the occurrence of phytotoxicity was observed
in 11 different varieties of winter rye (Table 3.4-8).

Table 3.4-8: Phytotoxicity assessments of FHOO4 - Varieties tested in efficacy trials

Crop Tg;g vall\llf?eft)ift:es Variety names (No of trials)
Winter rye Darikowksie Granat (1), Dukat (1), Identor (1), Initiator (1), KWS Dolaro (1),
(SECCW) 12 11 KWS Igor (1), KWS Serafino (1), KWS Tayo (2), KWS Trebiano (1), Piano (1),
Stannos (1).

Therefore, no effect is expected in rye crops if FHOO04 is applied at the maximum requested rate
of 4.0 L/ha according to the Good Agricultural Practices and label recommendations.

Comments of zZRMS:
Phytotoxicity to host crop

No phytotoxicity symptoms were observed after application of FHO04 at recommended dose rate of 4.0 L/ha in
any of the trials carried out on winter wheat, winter durum wheat, winter triticale and winter rye.

Based on the submitted trial results it can be concluded that FHOO4 applied in accordance with label recom-
mendations can be safely used on target winter cereal crops.

ZRMS Abstract
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3.4.2  Effect on the yield of treated plants or plant product (KCP 6.4.2)

3421 Material and Methods

Material and Methods used in efficacy trials are given within Section 3.2.3.1 and not repeated here.

3.4.2.2 Effect on the yield of winter soft wheat

Sulphur and prothioconazole are existing active substances and no effect on the yield is known.
However, = 3 efficacy trials without disease or under very low disease pressure conditions were
harvested in winter soft wheat. These trials were carried out in 2019
in Germany, in 2022 in Latvia and in 2023 in Lithuania. All yield results are summarised in Table 3.4-9
and 3.4-10.

No adverse effect on the yield was noted after an application of FHO04 (4.0 L/ha). Indeed, no negative
difference was noted with the untreated and the reference standards Proline and Prosaro. In addition, no
adverse effect on the yield and no difference with the reference standards was noted in the 33 valid
efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the yield of wheat is expected if FHOO4 is applied at the maximum
requested rate of 4.0L/ha according to the Good Agricultural Practices and label
recommendations.

Table 3.4-9: Effect of FHOO04 (4.0 L/ha) on the yield - Winter wheat, comparison
with standard Proline
Percentage of Untreated (%) No. of
FHOO04 (4.0 L/ha) | Proline (0.8 L/ha) assessments
where FHOO04
EPPO No. | Untreated Prothioconazole + Prothioconazole (4.0 L/ha)
Crop [Parameters| climatic |Parts| of Sulphur is significantly®
zone trials >;=;<to
200+2500 g a.s./ha 200 g a.s./ha Proline
Mean|Min|Max|Mean|Min|Max|S.D.|Mean|Min|Max|S.D. Untreated I_(lohg)
Border
Yield | countries . 0>:1=: [0>; 1=
TRZAW (t/ha) of Poland Grains| 1 |92 | - | - |101.1] - | - - 1100.2| - | - - 0< - 0<
(Germany)
Yield . 0>;1=; [0>; 1=
TRZAW (t/ha) Northeast (Grains| 1 | 48 | - | - [100.6 - | - | - |1005] - | - | - 0< - 0<

(@ Comparison based on statistics carried out in each trial report.

Table 3.4-10:  Effect of FHOO04 (4.0 L/ha) on the yield - Winter wheat, comparison with standard Prosaro

Percentage of Untreated (%) No. of assessments
FHOO04 (4.0 L/ha) | Prosaro (1.0 L/ha) | where FHO04
EPPO No. Untreated Prothioconazole + Tebuconaozle + | . .(4'(.) !_/ha) a
. . is significantly
Crop [Parameters|climatic |Parts | of Sulphur Prothioconazole S fo
Zone [l 200+2500 g a.s./ha | 125 + 125 g a.s./ha Prosaro
Mean|Min|Max|Mean Min{Max|S.D.|Mean|Min|Max|S.D. e |_(/1hg)
Yield - 1>;0=; [0>;1=;
TRZAW (t/ha) Northeast{Grains| 1 | 2.6 | - | - |118.7| - | - | - |114.0| - | - | - 0< 0<

(@ Comparison based on statistics carried out in each trial report.
3.4.2.3 Effect on the yield of winter durum wheat

Sulphur and prothioconazole are existing active substances and no effect on the yield is known. No
efficacy trial without disease is available to confirm the possible impact of FHOO4 on the yield of
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harvested winter durum wheat. However, no adverse effect on the yield and no difference with the
reference standards was noted in the valid efficacy trial harvested (see Section 0).

Therefore, no adverse effect on the yield of durum wheat is expected if FHOO04 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
recommendations.

3.4.24 Effect on the yield of winter triticale

Sulphur and prothioconazole are existing active substances and no effect on the yield is known.
However, 1 efficacy trial conducted under very low disease pressure conditions was harvested in winter
triticale. This trial was carried out in 2021 in Germany. All yield results are summarised in Table 3.4-
11.

No adverse effect on the yield was noted after an application of FHO04 (4.0 L/ha). Indeed, no negative
difference was noted with the untreated and the reference standard Proline.

In addition no adverse effect on the yield and no difference with
the reference standards was noted in the 5 valid efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the yield of winter triticale is expected if FHOO04 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
recommendations.

Table 3.4-11:  Effect of FHO04 (4.0 L/ha) on the yield - Winter triticale, comparison with standard Pro-

line
Percentage of Untreated (%) No. of
FHOO04 (4.0 L/ha) | Proline (0.8 L/ha) assessments
where FHO04
EPPO No. | Untreated Prothioconazole + Prothioconazole (4.0 L/ha)
Crop [Parameters| climatic |Parts| of Sulphur is significantly®
zone trials >;=;<to
200+2500 g a.s./ha 200 g a.s./ha Proline
Mean [Min|Max|Mean|Min [Max|s.D.|Mean|Min|Max]s.D.[tréated |_(?Hg)
Border
Yield countries . 1>;0=; [0>; 1=
TTLWI (tha) | of Poland Grains| 1 | 71 | - | - |1204| - | - | - |1159| - | - | - 0< - 0<
(Germany)

(O Comparison based on statistics carried out in each trial report.
3.4.25 Effect on the yield of winter rye

Sulphur and prothioconazole are existing active substances and no effect on the yield is known.
However, 1 efficacy trial without disease was harvested in winter rye. This disease-free efficacy trial
was carried out in 2022 in Germany in the Maritime EPPO climatic zone. All yield results are
summarised in Table 3.4-12 . No adverse effect on the yield was noted after an application of FHO04
(4.0 L/ha). Indeed, no negative difference was noted with the untreated and the reference standard
Proline. In addition, no adverse effect on the yield and no difference with the reference standards was
noted in the 10 valid efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the yield of winter rye is expected if FHOO4 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
recommendations.
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Table 3.4-12 : Effect of FHOO04 (4.0 L/ha) on the yield - Winter rye, comparison with
standard Proline
Percentage of Untreated (%) No. of assessments
FHOO04 (4.0 L/ha) | Proline (0.8 L/ha) | where FHO04
. (4.0 L/ha)
EPPQ No. Untreated Prothioconazole + Prothioconazole is significantly®
Crop |Parameters|climatic|Parts | of Sulphur S =< to
zone trials 200+2500 g a.s./ha 200 g a.s./ha Proline
Mean|Min|Max |Mean|Min|Max|S.D.|Mean|Min|Max |S.D. Untreated L(?hg)
SECCW| Yield (tha) |Maritime|Grains| 1 | 6.4 | - [ - |96.0| - | - | - [1022] - | - | - |o>:1=;0<[%( 17

@ Comparison based on statistics carried out in each trial report.

Comments of zZRMS:
Effect on the yield of treated plants or plant product

Contrary to winter rye results presented in the Table 3.4-12 above, the yield analysis from the efficacy trials
with normal infection pressure (Section 3.2.3.6 as indicated by the applicant) shows neither statistically signif-
icant nor even numerically meaningful differences between the yield from the test item- and reference-treated
plots.

Based on the submitted results from disease free trials and from the trials carried out under very low disease
pressure conditions it can be concluded that FHOO04 applied at the recommended dose rate of 4.0 L/ha does not
cause any adverse effects on the yield of the target winter cereal crops.

No negative impact of FHOO04 on the yield was also noted in efficacy trials (see ZRMS comment on Yield and
relevant quality indicators from efficacy trials.

3.4.3  Effects on the quality of plants or plant products (KCP 6.4.3)

3431 Material and Methods

Material and Methods used in efficacy trials are given within Section 3.2.3.1 and not repeated here.
3.4.3.2 Effect on the quality of winter soft wheat

Sulphur and prothioconazole are existing active substances and no effect on the quality is known.
However, the possible impact of FHOO04 at 4.0 L/ha on the quality was assessed in 2 trials (disease-free
trial and trial conducted under very low disease pressure conditions). These trials were carried out in
2022 in Latvia and in 2023 in Lithuania. All quality parameter results are summarised in the
Table 3.4-16  and 3.4-14.

No adverse effect on the quality parameters (thousand grain weight and specific weight) was noted after
the application of FHOO04 (4.0 L/ha). Indeed, no negative difference was noted with the untreated and
the reference standards Prosaro and Proline.

In addition, no adverse effect on different quality parameters (thousand
grain weight and specific weight) and no difference with the reference standards was noted in the 33
valid efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the quality of winter wheat is expected if FHOO4 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
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Table 3.4-11:  Effect of FHOO04 (4.0 L/ha) on the quality - Winter wheat, comparison with standard Pro-

saro

Percentage of Untreated (%) No. of assessments

FHOO04 (4.0 L/ha) | Prosaro (1.0 L/ha) | where FHO04

EPPO No. | Untreated Prothioconazole + | Tebuconaozle + | . (4.0 L/ha) o

. . is significantly
Crop [Parameters| climatic |Parts | of Sulphur Prothioconazole Si=-< 10

zone [GLES 200+2500 g a.s./ha | 125 + 125 g a.s./ha Prosaro

Mean|Min|MaxMeanMin|Max|S.D.Mean|Min|Max|S.D. LR L(/lhg)
TGW (g) |Northeast{Grains| 1 |40.1| - | - |107.7| - | - | - |1060| - | - | - |®7 o<1: ke ;i <1: ;
s 1>;0=; 0>;1=;
HLW (kg) [Northeast|Grains| 1 |78.7| - | - [105.0| - | - | - [101.0| - | - | - (’)<_ ’ (’)<_ ’

(@ Comparison based on statistics carried out in each trial report.

Table 3.4-14:  Effect of FHOO04 (4.0 L/ha) on the quality - Winter wheat, comparison with standard Pro-

line
Percentage of Untreated (%) No. of
FHOO04 (4.0 L/ha) | Proline (0.8 L/ha) assessments
where FHO04
EPPO No. Untreated Prothioconazole + . (4.0 L/ha)
Crop [Parameters| climatic |Parts | of Sulphur B EEariED): is significantly®
zone trials >;=;<to
200+2500 g a.s./ha 200 g a.s./ha Proline
Mean|Min [Max Mean Min[Max|s.D. [Mean|Min|Max|s.D. [UMtreated |_(?Hg)
TRZAW| HLW (kg) NortheastGrains| 1 (795 | - | - |e09| - | - | - [o0a| - | - | - | %3177 |%1 15

@ Comparison based on statistics carried out in each trial report.
3.4.33 Effect on the quality of durum wheat

Sulphur and prothioconazole are existing active substances and no effect on the quality is known. No
efficacy trial without disease is available to confirm the possible impact of FHOO04 on the quality of
harvested winter durum wheat. However, no adverse effect on different quality parameters (thousand
grain weight and specific weight) and no difference with the reference standards was noted in the valid
efficacy trial harvested (see Section 0).

Therefore, no adverse effect on the quality of durum wheat is expected if FHOO04 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label

34.34 Effect on the quality of winter triticale

Sulphur and prothioconazole are existing active substances and no effect on the quality is known.

One efficacy trial carried out under very low disease pressure conditions is available to
confirm the possible impact of FHOO04 on the quality of harvested winter triticale. This trial was carried
out in 2021 in Germany. All quality parameter results are summarised in the Table 3.4-16

No adverse effect on the quality parameters (thousand grain weight and specific weight) was noted after
an application of FHO04 (4.0 L/ha). Indeed, no negative difference was noted with the untreated and
the reference standard Proline. In addition, no adverse effect on different quality parameters
(thousand grain weight and specific weight) and no difference with the reference standards was noted
in the 5 valid efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the quality of winter triticale is expected if FHOO04 is applied at
the maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
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Table 3.4-15:  Effect of FHOO04 (4.0 L/ha) on the quality - Winter triticale, comparison with standard

Proline
Percentage of Untreated (%) No. of assessments
FHOO04 (4.0 L/ha) Proline (0.8 L/ha) where FHO04
. (4.0 L/ha)
Untreated Prothioconazole + . S i
EPPO No. of Prothioconazole is significantly®
Crop |Parameters| .. .. one |72 [irials Sulphur >:=:< to
200+2500 g a.s./ha 200 g a.s./ha Proline
Mean | Min|Max |Mean| Min [Max [S.D. |Mean | Min | Max|s.D, |U"treated L(;)Hi)
Border countries| cq— 1=
TGW(g) | ofPoland |Grains| 1 |350| - | - [1074] - | - | - |1063] - | - i s
TTLWI (CEMIEY)
Border countries| 0>:1=: |0>:1="
HLW (kg) of Poland |Grains| 1 |67.4| - | - [1026| - | - | - |10L.2] - | - (’)<_’ (’)<_’
(Germany)

@ Comparison based on statistics carried out in each trial report.
3.4.35 Effect on the quality of winter rye

Sulphur and prothioconazole are existing active substances and no effect on the quality is known.
However, the possible impact of FHOO04 at 4.0 L/ha on the quality was harvested in winter rye. This
disease-free efficacy trial was carried out in 2022 in Germany in the Maritime EPPO climatic zone.
All quality parameter results are summarised in Table 3.4-16

No adverse effect on the quality parameters (thousand grain weight and specific weight) was noted after
an application of FHOO04 (4.0 L/ha). Indeed, no negative difference was noted with the untreated and
the reference standard Proline. In addition, no adverse effect on different quality parameter (thousand
grain weight and specific weight) and no difference with the reference standards was noted in the 10
valid efficacy trials harvested (see Section 0).

Therefore, no adverse effect on the quality of winter rye is expected if FHOO04 is applied at the
maximum requested rate of 4.0 L/ha according to the Good Agricultural Practices and label
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Table 3.4-16 ~ : Effect of FHOO04 (4.0 L/ha) on the quality - Winter rye, comparison
with standard Proline

Percentage of Untreated (%) No. of
FHOO04 (4.0 L/ha) | Proline (0.8 L/ha) assessments
where FHO04

EPPO No. Untreated Prothioconazole + Prothioconazole (4.0 L/ha)
Crop [Parameters| climatic |Parts| of Sulphur is significantly®
zone trials >;=;<to
200+2500 g a.s./ha 200 g a.s./ha Proline
Mean [Min|Max|Mean|Min|Max|S.D.|Mean|Min|Max|S.D. Untreated L(?hg)
Border
countries . 0>:1=; |0>: 1=
TGW (9) of Poland Grains| 1 [235| - | - |1004| - | - | - |1044| - | - | - 0< - 0<
SECCW (Germany)
Border
countries . 0>:1=; |0>: 1=
HLW (kg) of Poland Grains| 1 [700| - | - |99.1| - | - | - |10L7| - | - | - 0< - 0<
(Germany)

(@ Comparison based on statistics carried out in each trial report.

Comments of ZRMS:
Effects on the quality of plants or plant products

Based on the submitted results from disease free trials and from the trials carried out under very low disease
pressure, it can be concluded that FHOO04 applied at the recommended dose rate of 4.0 L/ha does not cause any
adverse effects on the yield quality (TGW, HLW) of the target winter cereal crops.

No negative impact of FHOO4 on the yield quality parameters was also noted in efficacy trials (see zZRMS com-
ment on Yield and relevant quality indicators from efficacy trials.

zZRMS Abstract
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3.4.4  Effects on transformation processes (KCP 6.4.4)

As FHOO04 by its nature is a fungicidal compound, it is important to investigate the potential impact of
any residues remaining on the crop at harvest on fermentation processes. However, sulphur and
prothioconazole based products have been registered since a long time for disease control of cereals and
no adverse effect on transformation processes have been reported. Therefore, no label restrictions
regarding use on cereals for baking are mentioned. Therefore, the risk of the undesirable effect on crops
used for baking can be considered as very low. However, the possible effect of FHOO04 on the
transformation processes was studied from a set of 3 confirmatory processing trials implemented in
2022 in France in the Maritime (2 trials) and the Mediterranean EPPO climatic zone. All trials were
undertaken by contractors test facilities, all of which follow the EPPO guidelines and have Official
Recognition status for undertaking trials in accordance with the principles of Good Experimental
Practice (GEP). Bread making analyses were carried out by accredited laboratory (GLP). The detail of
available trials is provided in Table 3.4-17 . Figure 3.4-1 presents the processing trials repartition.

Table 3.4-17 : Processing trials - Wheat - Presentation of trials

EPPO . . GEP, non-GEP
(Y] I©) ) )
Crop(s) climatic zone® Country | Year | Trial code Type of trial official®
. Maritime France | 2022 2 trials Wheat
Winter soft wheat Mediterranean France | 2022 1 trial Bread making GEP

@ According to the GAP table.
@ According to EPPO guideline PP 1/241(1) "Guidance on comparable climates".
() GEP: Good Experimental Practices. Official: carried out by a national official organisation.
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Figure 3.4-1 Processing trials - Wheat - Location of the trial sites
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3441 Material and methods

Experimental details
The 3 trials were carried out by officially recognized organisations in accordance with the Principles of
Good Experimental Practice (GEP). Main characteristics are summarised in following Table 3.4-18 14.

Table 3.4-18 : Details on trial methodology - Processing trials - Wheat
PP1/135 (4): Phytotoxicity assessment

General PP1/152 (4): Design and analysis of efficacy evaluation trials
guidelines PP1/181 (4): Conduct and reporting of efficacy evaluation trials including good
Guidelines experimental practice
- PP1/243(2): Guideline for the efficacy evaluation of plant protection products; Effects
Specific fol - q P -
quidelines of plant protection products on transformation processes.

CEB 218: Effets non intentionnels sur qualité blé - prod. transf.
Plot design Randomized Complete Block (RCB).

Experimental Plot size 20-50  m?.
design Number of 3
replications
Crop Number of trials | 3 trials
Varieties Prestance (1) , SY Moisson (1), Venezio (1).
Application 1%t application: BBCH 60 -61
timing 2" application: BBCH 69-75
Application Number of

applications 2 applications.

Spray volumes | 200-250 L/ha.
Assessment dates| Harvest and post-harvest.
Assessment Phytotoxicity in %, yield, moisture, specific weight, protein content, impurity rate,

Assessment types Hagberg falling number, Zeleny index, Chopin alveogram and bread making test.
Results & Statlstlc_:al ANOVA - Newman-Keuls test (5%).
Analysis analysis

Treatments and reference standards

FHOO04 was tested at 4.0 L/ha (N dose) and compared with reference standard JOAO at 0.8 L/ha
(Table 3.4-19 ).

Table 3.4-19 : Presentation of reference standards used in trials - Breadmaking trials - Winter wheat

Reference Active Formélgrt]lser:] tration g?g::fﬁ:zg Rate of active substance
standard substance(s) Type of as. (per treatment) per ha
Prothioconazole 50 g/L
FHOO04 Sulphur SC 625 g/l 4.0 L/ha 200+2500 g a.s./ha
JOAO Prothioconazole EC 250 g/L 0.8 L/ha 200 g a.s./ha
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Assessment methods

At harvest, the potential effects on yield and different quality parameters like thousand grain weight,
specific weight, protein content and impurity rate were analysed. To conclude, usual tests on the possible
effect on the bread making process (Hagberg falling, Zeleny index, Chopin alveograph and then bread
making) were performed. Concerning the sensory test, the global note of wheat variety with high baking
properties is superior to 250. Between 200 and 250, bread making wheats will need an improver. Under
200, wheats are not bread making, they are used for feeding animals. Finally, a taint test was performed
with 12 judges, trained and qualified for bread tasting, according to standard NF 1SO 4120

Statistical analyses

Assessments data were analysed using an analysis of variance (ANOVA) on untransformed and/or
transformed data. The probability of non-significance occurring between treatment means is calculated
as the F probability value (p(F)). The Newman-Keuls test was applied to separate any treatment
differences that may be highlighted by the ANOVA test. These differences are indicated by a letter.
Treatments with no letter in common are significantly different at the 95% confidence level. Statistical
analyses were carried out on yield, quality parameters and Hagberg falling. No repetition was carried
out for Zeleny index, Chopin alveograph and bread making analyses (average sample).

3.4.4.2 Effect on the bread making process

The effect on the bread making process was assessed in 3 trials carried out in 2022. All trials were
carried out by testing facilities officially recognised according to Good Experimental Practice (GEP)
and laboratory analyses were carried out by laboratory officially recognised according to Good
Laboratory Practice (GLP). The details of each trial concerning yield, quality parameters before bread
making analysis, Hagberg falling number and Zeleny index, Chopin alveograph, baking test and taint
test are presented in Table 3.4-20 16.

Table 3.4-20 : Detailed results: Effect on the bread making process of FHO04 - Processing trials - Wheat
Difference between
Parameters Trial code zll:OH 8?:; JOQS L/ha Tolerance FHOO04 and JOAO
Yield
F22EU-036-AMA-001| 11.1 a 115 a |Acceptability according to| No difference
Yield (t /ha) |F22EU-036-AMA-002| 3.8 a 4.3 a the analysis of variance No difference
F22EU-036-AMA-003| 7.2 a 7.5 a (ANOVA) results No difference
Quality of grains
F22EU-036-AMA-001| 36.6 a 36.7 a No difference
TGW (g) |F22EU-036-AMA-002| 39.9 a 40.0 a No difference
F22EU-036-AMA-003] 39.3 b 415 a A difference
F22EU-036-AMA-001| 78.5 a 78.7 a No difference
HLW (kg/hL) |F22EU-036-AMA-002| 73.6 a 72.7 a Acceptability according to No difference
F22EU-036-AMA-003| 73.0 a 75.6 a the analysis of variance No difference
Impurity rate F22EU-036-AMA-001| 0.51 a 0.34 a (ANOVA) results No difference
(%)* F22EU-036-AMA-002| 2.23 a 1.46 a No difference
F22EU-036-AMA-003| 1.22 a 1.29 a No difference
Protein content F22EU-036-AMA-001| 10.3 a 104 a No d!fference
%) F22EU-036-AMA-002| 11.6 a 11.3 a No d!fference
F22EU-036-AMA-003] 12.6 a 12.6 a No difference
Technological analyses
F22EU-036-AMA-001| 290.0 a 287.7 a >180s No difference
Hagberg  |F22EU-036-AMA-002| 306.3 a 305.7 a |Acceptability according to| N difference
(s) the analysis of variance :
F22EU-036-AMA-003| 310.3 a 302.0 a (ANOVA) results No difference
Zeleny F22EU-036-AMA-001 20.0 21.0 Reproducibility limit No difference
(mL) F22EU-036-AMA-002 25.0 24.0 (AFNOR NF EN ISO No difference
F22EU-036-AMA-003 24.0 25.0 5529) No difference
Chopin alveograph
W F22EU-036-AMA-001 105.0 105.0 No difference
Strength F22EU-036-AMA-002 236.0 208.0 No difference
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Difference between

Parameters Trial code f OH 8?:; JOQ(S) L/ha Tolerance FHOO04 and JOAO
(10E-4J) |F22EU-036-AMA-003 219.0 226.0 No difference
P F22EU-036-AMA-001 42.0 41.0 No difference
Tenacy F22EU-036-AMA-002 117.0 110.0 No difference
(mm H20) |F22EU-036-AMA-003 72.0 73.0 No difference
G F22EU-036-AMA-001 18.4 18.9 No difference
Swelling F22EU-036-AMA-002 15.6 14.9 Reproducibility limit No difference
F22EU-036-AMA-003 215 21.7 (AFNOR NF EN ISO No difference
L F22EU-036-AMA-001 68.0 72.0 27971) No difference
Expandability [F22EU-036-AMA-002 49.0 45.0 No difference
(mm) F22EU-036-AMA-003 93.0 95.0 No difference
PIL F22EU-036-AMA-001 0.6 0.6 No d!ﬁerence
Config ratio F22EU-036-AMA-002 2.4 2.4 No difference
' F22EU-036-AMA-003 0.8 0.8 No difference

Baking test
Hydratation rate F22EU-036-AMA-001 59.5 59.4 No d!ﬁerence
%) F22EU-036-AMA-002 61.4 60.8 No d!ﬁerence
F22EU-036-AMA-003 59.4 59.5 No difference
Pastry F22EU-036-AMA-001 99 97 No difference
(1-100) F22EU-036-AMA-002 93 90 No d!fference
F22EU-036-AMA-003 96 94 No difference
Bread F22EU-036-AMA-001 72 73 No d!ﬁerence
(1-100) F22EU-036-AMA-002 48 49 Reproducibility limit No d!ﬁerence
F22EU-036-AMA-003 46 45 (AFNOR NF VV03-716 No difference
Bread volume F22EU-036-AMA-001 1481 1503 from December 2015) No difference
(cm3) F22EU-036-AMA-002 1363 1380 No difference
F22EU-036-AMA-003 1433 1408 No difference
Bread crumb F22EU-036-AMA-001 94 94 No difference
(1-100) F22EU-036-AMA-002 94 94 No difference
F22EU-036-AMA-003 94 94 No difference
Bread making F22EU-036-AMA-001 265 264 No diﬁerence
(0-300) F22EU-036-AMA-002 235 233 No d!fference
F22EU-036-AMA-003 236 233 No difference
Taint test
F22EU-036-AMA-001 There is a difference based on taste and texture - N9 negative
difference
Trialngular tests|F22EU-036-AMA-002 There is a difference but no negative flavour I\ijci)f?:r%?é\ée
F22EU-036-AMA-003 There is a difference based on taste and texture but no negative NQ negative
flavour difference

*Broken grain, shrunken grain, sprouted grain, rotten grain...
shows a summary of effects on these different parameters of FHOO04 applied at 4.0 L/ha
compared to the reference standard JOAO

Table 3.4-21

Table 3.4-21

: Effects on the bread making process parameters of FHOO04 - Processing trials - Wheat

Number of trials with acceptable difference between

Quality parameters No. of trials FHOO4 (4.0 L/ha) and JOAO (0.8 L/ha)
Yield (g/ha) 3 3
Moisture (%) 3 3
. TGW (g) 3 2
pa?:rf]'égrs Specific weight (kg/hL) 3 3
Impurity rate (%) 3 3
Protein content (%) 3 3
Hagberg falling number 3 3
Zeleny index 3 3
w 3 3
. P 3 3
R R— s :
G 3 3
P/L 3 3
Baking test 3 3
Taint test 3 3
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Regarding to the yield, quality parameters and technological analyses (Hagberg and Zeleny), overall,
FHOO04 showed similar results as JOAO.

Regarding to the parameters measured with the Chopin alveogram, they were in reproducibility limits,
for all the trials . Even if on trial no.1, it should be noticed that the strength W was low for all the tested
and reference treatments. The baking test, despite some non-optimal rheological values (pastry values)
common to all the tested and reference treatments, did not highlight any noticeable differences between
the reference JOAO and the tested treatment FHOO4. Indeed, this is a sensory test after having
baked the flour. It illustrates the baking quality and the ability of the flour to be used for breadmaking.
The total note of superior bread making wheats is over 250. Between 200 and 250, bread making wheats
will need an improver. Under 200, wheats are not suitable for making bread, they are used as fodder
wheats.

In first trial, none of the parameters assessed throughout the baking test were significantly impacted by
the tested products, the difference between each tested treatment and the reference JOAO
remaining within the reproducibility limits defined by the AFNOR standard. The breads were good, with
a dough that accepted shaping without excessive tearing and held up well during baking. In 2 other trials,
none of the parameters assessed throughout the baking test were impacted by the tested products, the
difference between each tested treatment and the reference JOAO remaining within the
reproducibility limits defined by the AFNOR standard. Irrespective of the treatment, the dough showed
a similar tendency to tear during shaping and proving phase, but the breads had a good performance
during baking. During tasting sessions on bread, the tasters perceived differences between the tested
treatments and the reference based on flavour and texture. However no negative organoleptic flavour
was perceived, furthermore no deviation was retained.

Therefore, no adverse influence on the transformation processes is expected if FHOO04 is used in
accordance with good agricultural practices, including label instructions.

At the request of the Polish evaluators, further discussion related to the AFNOR NF V03-716 values
follows:

e Although the pastry values of all tested products were outside the AFNOR range of 49-88, the
higher values are not considered a negative effect, and the difference between all values was
very small, indicating comparability. The values from all products indicate a higher quality
pastry.

e Regarding the reproducibility limit values specified in the AFNOR guidance, an extract from
the guidance document is shown below in Figure 3.4-2
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Figure 3.4-2 AFNOR NF V03-716 reproducibility values

NF WV 03-7T16

Tableau 5 — Ecarts-type et limites de répétabilité pour les paramétres de notation

Paramétres Flage de oon.cenl:ration I'E_::?rt-tly?? de Limite de répétabilité (r)
testée répétabilité (5r) r= (5T *2,77)
%% Hydratation (/15 9%} 50,4 4625 0,82 1.7
Mote de pate (/100) 40 & 28 5.2 14
Maote de pain (f100) 12 &4 28 53 18
Wolume moyen I:CI'I'I::I 1255a2 1683 57.5 158
Maote de mie (F100) 22 & 90 2.7 a
Mote totale (F200) 143 4 271 a5 23

11.3 Limite de reproductibilité (R)

Oin entend par reproductibilité la valeur au-dessous de laguelle est située, avec une probabilité de 95 %, la valeur
absolus de la différence entre 2 résultats d'essais obtenus sous les conditions de reproductibilité.

Les écarts-types de reproductibilité ont &t& estimés constants quel gue =oit e niveau moysn mesurs.

Tableau 6 — Ecarts—type et limites de reproductibilité pour les paramétres de notation

Pl d trati Ecart-type d Limite de
. age e concentratron cart- Pe (-] o 'b"'té
Parameétres testée reproductibilité (5r) reproductibilits {r}
r=(5r*2,77)
% Hydratation (/15 %) 50.4 4625 1.4 2.8
Mote de pate (f100) 40 & 28 2.8 24
Mote de pain (1100} 12 4 26 2.3 28
Waolume moyen (cm?) 125542163 113 313
Mote de mie (100} 22 3 00 5.8 18
Mote totale (f300) 143 & 271 15,7 43
Translation
NF V 03-716
Table 5- Standard deviations and repeatability limits for scoring parameters
. Repeatability Repeatability limit (r)
Parameters Tested concentration range standard deviation (Sr) - (Sr*2.77)
% Hydration (/15%) 59.4 to 62.5 0.62 1.7
Dough/Pastry score (/100) 49 to 88 5.2 14
Bread score (/100) 12 to 86 5.3 15
Average volume (cm3) 1255 to 2163 57.5 159
Crumb score (/100) 82 t0 99 2.7 8
Total score (/300) 143 to 271 8.5 23

11.3 Limit of reproducibility (R)

Reproducibility is understood to be the value below which, with a probability of 95%, the absolute value of the difference be-
tween 2 test results obtained under the reproducibility conditions is located.

The reproducibility standard deviations were estimated to be constant regardless of the average level

measured.

Table 6 - Standard deviations and reproducibility limits for the notation parameters

Parameters Tested concentration Repeata_bility Repeatability limit (r)
range standard deviation (Sr) r - (Sr*2.77)

% Hydration (/15%0) 59.4 10 62.5 1.4 3.9
Dough/Pastry score (/100) 49 to 88 8.6 24
Bread score (/100) 12 to 86 9.3 26
Average volume (cm3) 1255 to 2163 113 313
Crumb score (/100) 82 t0 99 5.6 16
Total score (/300) 143 to 271 15.7 43




FHOO4/Patton Supra Page 133 /152
Part B — Section 3 — Core Assessment Version: February 2025
zZRMS version

Comments of ZRMS on:
Effects on transformation processes

Results from 3 field phase trials conducted in 2022 in France, in the Maritime (2 trials) and the Mediterranean
(1 trial) EPPO climatic zone and from 1 laboratory processing phase study have been submitted by the applicant
to assess, whether FHOO4 at 4.0 L/ha has any impact on bread making process in winter wheat. The field phase
trials were carried out by the officially recognized testing unit in accordance with the Principles of Good Exper-
imental Practice (GEP). Laboratory bread making analyses were carried out by Accredited GLP (Good Labora-
tory Practice) Laboratory in France.

Based on the submitted trial results, it can be concluded, that negative impact on the yield, quality of the grain
and on the baking process is not expected after application of FHO04 at recommended dose rate of 4.0 L/ha. No
significant differences between FHOO04 and standard product JOAO in yield, yield quality parameters, protein
content, Zeleny index, the Hagberg falling number, the Chopin alveograph and the bread-making quality param-
eters have been noted.

ZRMS Abstract

3.4.5 Impacton treated plants or plant products to be used for propagation (KCP 6.4.5)

Any potential impact of FHO04 on seeds would principally be related to the active substances. Sulphur
and prothioconazole are used in Europe for many years and no effect on treated plants or plant products
to be used for propagation is known in Europe. Moreover, no problem with respect to propagation has
been encountered during the experimental testing of FHO04 which has been used to treat plants with no
negative impact. Based on this, further investigation of the effects of treatments with FHO04 was
considered unnecessary. However, a summary of the range of varieties tested and the extent of crop
damage observed is provided in Section 3.4 to support the use of FHO04 on plants used for propagation
purposes. Finally, it is concluded that no negative impact on plant propagation will occur to these crops.

Therefore, no effect on parts of plant used for propagating purposes is expected if FHOO04 is
applied in accordance with the Good Agricultural Practices and label recommendations.

Comments of zZRMS:
Impact on treated plants or plant products to be used for propagation

In the 3.5.4 the applicant states: “no problem with respect to propagation has been encountered during the
experimental testing of FHO04 which has been used to treat plants with no negative impact” and “ a summary
of the range of varieties tested and the extent of crop damage observed is provided in Section 3.4 [...]".

Please note, that the Tables 3.4-2, 3.4-4, 3.4-6 and 3.4-8 do only list the varieties used in the trials comprising
the present dossier, but no evidence of testing specifically for propagative capacity of thus produced seeds is
given. Consequently, the zZRMS assumes that no such testing took place and therefore the applicant’s statement
of “no effect expected” is out of place, considered the FHOO04 is new a fungicide, with novel actives' combina-
tion.

However, judging from the long history of use of both prothioconazole and sulphur in solo formulations, as well
as from the impact (or the lack of such) of the historical co-formulations of sulphur with organic compounds
other than SBI-s, zZRMS is inclined to admit that indeed no negative impact should be expected, and to accept
the applicant’s statement.

Notwithstanding, it is the opinion of ZRMS that since the issue is on the menu of the dRR template, it should be
covered adequately, particularly for a new product, at least with a decent reasoned case.

ZRMS Abstract
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3.5 Observations on other undesirable or unintended side - effects (KCP 6.5)
3.5.1 Impact on succeeding crops (KCP 6.5.1)

Fungicides usually do not exhibit herbicidal activity. Phytotoxicity was considered as acceptable on
cereals (wheat, rye and triticale) in any of the 83 efficacy trials where FHOO04 was applied as a straight
product up to 4.0 L/ha. For more details on phytotoxicity results, please refer to Section 3.4.

In addition, any potential impact of FHOO04 on succeeding crops would principally be related to the
active substances. Sulphur and prothioconazole are used in Europe for many years and no effect on
succeeding crops is known in Europe.

Moreover, further information on the fate and behaviour of the active substances in the soil can be found
in the relevant section in Part B Section 8 (“Environmental fate) of the Registration Report.

Based upon the seedling emergence study, the ERsy values correspond to an application of 16 L/ha.
Therefore, it can be argued the amount of product applied according to the Good Agricultural Practices
and label recommendations is 25% of the ERso. Therefore, it can be concluded that no effect on
succeeding crop is expected.

Therefore, no impact is expected on succeeding crops if FHOO04 is used according to the Good
Agricultural Practices and label recommendations.

Comments of zZRMS:
Impact on succeeding crops

Since the dose rate of prothioconazole per ha proposed with the test item is similar to that in standard reference
(solo) products, and the dose rate of sulphur is even lower, at least compared to some of the field fungicides
currently in use, the zZRMS estimates that there is probably no reason to expect negative effect of the product on
succeeding crops.

This conclusion is, however, not based on the applicant’s reasoning, as the latter is incomplete in light of the
requirements of the EPPO PP 1/207 (2) Effects on succeeding crops.

Please note, that the Part B Section 8 data are concerned, among others, with soil concentrations of the actives
following the product’s application. Therefore it is the PECsi values (and not ER values), combined with the
results of pot tests, testing for damage symptoms against a range of soil concentrations expected (EC), that would
make the appropriate dataset for 3.5.1, producing, in effect, the TER values that allow for estimation of damage
risk on a range of succeeding crops. Moreover, please observe that the tests carried out by Section 9, based on
the values produced in the Section 8, should not only be referred to but also summarized, within Part B Section
3 (Efficacy).

zZRMS Abstract

3.5.2 Impact on other plants including adjacent crops (KCP 6.5.2)

Fungicides usually do not exhibit herbicidal activity. Phytotoxicity was considered as acceptable on
cereals (wheat, rye and triticale) in any of the 83 efficacy trials where FHO04 was applied as a straight
product up to 4.0 L/ha. For more details on phytotoxicity results, please refer to Section 3.4.

In addition, any potential impact of FHOO04 on adjacent crops would principally be related to the active
substances. Sulphur and prothioconazole are used in Europe for many years and no effect on adjacent
crops is known in Europe.

Moreover, further information on the non - target plant studies can be found in Part B Section 9
(“Ecotoxicological studies”) of the Registration Report.

Based upon the vegetative vigour study, the ERso values correspond to an application of 16 L/ha.
Therefore, it can be argued the amount of product applied according to the Good Agricultural Practices
and label recommendations is 25% of the ERso. Therefore, it can be concluded that no effect on
succeeding crop is expected.
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Therefore, no impact is expected on adjacent crops if FHOO04 is used according to the Good
Agricultural Practices and label recommendations.

Tank cleaning

Fungicides usually do not exhibit herbicidal activity. Phytotoxicity was considered as acceptable on
cereals (wheat, rye and triticale) in any of the 83 efficacy trials where FHOO04 was applied as a straight
product up to 4.0 L/ha. For more details on phytotoxicity results, please refer to Section 3.4.

In addition, any potential impact of residues of FHOO04 in the tank would principally be related to the
active substances. Sulphur and prothioconazole are used in Europe for many years and no effect after
cleaning is known in Europe.

Standard tank cleaning procedure as specified on the label is considered to be sufficient.

Comments of zZRMS on:
Impact on other plants including adjacent crops

The impact of FHOO04 applied according to the label recommendations on adjacent crops is not expected. This
conclusion is, however, not based on the applicant’s reasoning, as the latter is incomplete. The same as with
reference to 3.5.1, please observe that the tests carried out by Section 9, based on the values produced in the
Section 8, should not only be referred to but also summarized, within Part B Section 3 (Efficacy).

In order to avoid the risk of adverse effects on adjacent crops, being in accordance with the rules of good agri-
cultural practice it is recommended to include, in the product label, the following remark: “When using
FHOO04 (Patton Supra) do not allow spray drift to the neighbouring crop plantations”.

Tank cleaning
It is recommended to follow the principles of Good Plant Protection Practice when tank cleaning.

ZRMS Abstract

3.5.3  Effects on beneficial and other non - target organisms (KCP 6.5.3)

No side-effect on beneficial and other non - target organisms were observed in the 83 efficacy trials
carried out in on cereals (wheat, rye and triticale) where FHOO4 was applied as a straight product up to
4.0 L/ha. Moreover, information on beneficial organisms’ studies can be found in Part B Section 9
(“Ecotoxicological studies”) of the Registration Report.

Therefore, no effect is expected on beneficial or other non - target organisms if FHOO04 is used
according to the Good Agricultural Practices and label recommendations.

From these results it can be concluded that the proposed use pattern of FHOO04 will not pose any
significant risk to beneficial organisms.

Comments of zRMS on:
Effects on beneficial and other non - target organisms (3.5.3)

Based on the submitted data from efficacy trials, the impact of FHO04 applied according to label recommenda-
tions on beneficial and other non — target organisms is not expected.

3.6 Other/special studies
No further information is available.
3.7 List of test facilities including the corresponding certificates

The majority of corresponding certificates, confirming that all the test facilities mentioned have been
officially recognized as organizations for efficacy testing of plant protection products according to the
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Directive 93/71/EC, are available in the GEP Certibase (www.gepcertibase.eu). Corresponding
certificates are available in each trial report.

Table 3.7-1: List of test facilities

Poland

Testing facilities Address Year Link GEP Certibase
Al Lipowa 21 lok. 1
Agreco Sp. z 0.0. 53-124 Wroclaw 2020-2023 1d691e7bbb5
Poland
Ozoli, Kursisu Pagasts
AgroLab Baltic, SIA LV-3890 Saldus Novads 2020-2023 IngNKkYop3k
Latvia
Bugeniy km
UAB Agrolab Baltic LT-89452 Mazeikiy raj. 2020-2023 1d61b33d88d
Lithuania
Eurofins Agroscience Carl-Goerdeler-Weg 5
. D-21684 Stade 2021-2023 GgA4DE3pvO
Services GmbH
Germany
Grojecka 26
Fertico Sp. Z O.0. 05-620 Btedow 2023 1d5daecc0fb
Poland
. Leinechaussee 75
Field ReSfSrEc)h Support D-31515 Wunstorf 2020-2023 60PNMW8DA]
Germany
Ul. Dworcowa 2
Field Research Support (PL) 64-000 Koscian 2023 jaK2W6L p6v
Poland
Langenburger Stralle 35 2019 1d5daecc46f
Staphyt GmbH D-74572 Blaufelden-Herrentierbach
Germany 2023 lgPpwV34gD
Zigbicka 2,
Staphyt Sp. z 0.0. 60-164 Poznan 2023 zZRwpbV5pyO



http://www.gepcertibase.eu/
http://gepcertibase.eu/certificate/download/1d691e7bbb5
https://www.gepcertibase.eu/certificate/os/1689838284/lngNkYop3k
http://gepcertibase.eu/certificate/download/1d61b33d88d
https://www.gepcertibase.eu/certificate/os/1710076461/GgA4DE3pvO
http://gepcertibase.eu/certificate/download/1d5daecc0fb
https://www.gepcertibase.eu/certificate/os/1710076461/6OPNMw8pAj
https://www.gepcertibase.eu/certificate/os/1710076461/jgK2W6Lp6v
http://gepcertibase.eu/certificate/download/1d5daecc46f
https://www.gepcertibase.eu/certificate/os/1710076461/lqPpwV34gD
https://www.gepcertibase.eu/certificate/os/1710076461/zRwpbV5pyO
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Appendix 1

Lists of data considered in support of the evaluation

List of data submitted

GEP
Unpublished

Title Data Justification
Source (where different from company) Vertebrate tecti if dat
Annex point Author Year | Company, Report No. study protection IT data Owner
GLP or GEP status YIN claimed | - protection
Published or Unpublished YIN Is claimed
KCP 6.1 Oudin, V. 2019 | The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR) N Y New study UPL
/088 Staphyt, France, Report No. VON-19-38651-FR03
UPL Report No. F-19-EU-TRZAW-009E01-03FR
GEP
Unpublished
KCP 6.1 Oudin, V. 2019 | The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR) N Y New study UPL
/089 Turner, M. Staphyt, United Kingdom, Report No. VON-19-38651-GB04
UPL Report No. F-19-EU-TRZAW-009E01-04GB
GEP
Unpublished
KCP 6.1 Oudin, V. 2019 | The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR) N Y New study UPL
/090 Turner, M. Staphyt, United Kingdom, Report No. VON-19-38651-GB05
UPL Report No. F-19-EU-TRZAW-009E01-05GB
GEP
Unpublished
KCP 6.1 Joynt, R. 2019 | The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR) N Y New study UPL
/091 ADAS, United Kingdom, Report No RM19-143
UPL Report No. F-19-EU-TRZAW-009E03-01GB
GEP
Unpublished
KCP 6.1 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied post-emergence of wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Agreco, Poland, Report No. 21UPL0904-1
/001 UPL Report No. F21EU-006-011-019
GEP
Unpublished
KCP 6.1 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied post-emergence of wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Agreco, Poland, Report No. 21UPL0904-2
/002 UPL Report No. F21EU-006-011-020
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Title

Source (where different from company) Vertebrate Data_ Jus_tlflcatlon
Annex point Author Year | Company, Report No. study prot_ectlon it datg Owner
GLP or GEP status YIN claimed | protection
Published or Unpublished YIN Is claimed
KCP 6.1 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied post-emergence of wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Agreco, Poland, Report No. 21UPL0904-3
/003 UPL Report No. F21EU-006-011-021
GEP
Unpublished
KCP 6.1 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied post-emergence of wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR) in Europe.
KCP6.4.1 Agreco, Poland, Report No. 21UPL0907-1
/004 UPL Report No. F21EU-006-011-022
GEP
Unpublished
KCP 6.1 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied post-emergence of wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR) in Europe.
KCP6.4.1 Agreco, Poland, Report No. 22UPL01071-1
/005 UPL Report No. F22EU-024-AMA-016
GEP
Unpublished
KCP 6.1 Furman- 2022 | The efficacy of FGR06 and FHOO4 applied in winter wheat for the control of N Y New study UPL
KCP 6.2 Fratczak, K. Zymoseptoria tritici (SEPTTR).
KCP6.4.1 Agreco, Poland, Report No. 22UPL01071-2
/006 UPL Report No. F22EU-024-AMA-017
GEP
Unpublished
KCP 6.1 Furman- 2023 | The efficacy of FGR06, FGR0O7 and FHOO4 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.2 Fratczak, K. triticina (PUCCRT) in Europe.
KCP 6.4.1 Agreco, Poland, Report No. 23UPL01222-1
/007 UPL Report No. F23EU-008-AMA-005
GEP
Unpublished
KCP 6.1 Rusek, K. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.2 striiformis (PUCCST), Poland 2023
KCP 6.4.1 Fertico, Poland, Report No. 113_02_F23_331
/008 UPL Report No. F23EU-011-AMA-012

GEP
Unpublished
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Title Data Justification
Source (where different from company) Vertebrate rotection if data
Annex point Author Year | Company, Report No. study P laimed tecti Owner
GLP or GEP status YIN N i
Published or Unpublished
KCP 6.1 Uminski, P. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Blumeria N Y New study UPL
KCP 6.2 graminis tritici (ERYSGT), Zymoseptoria tritici (SEPTTR)on winter wheat in Poland.
KCP 6.4.1 Field Research Support, Poland, Report No. FRS 529/23 — V1
/009 UPL Report No. F23EU-014-AMA-016
GEP
Unpublished
KCP 6.1 Uminski, P. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Blumeria N Y New study UPL
KCP 6.2 graminis tritici (ERYSGT), Zymoseptoria tritici (SEPTTR), Pyrenophora tritici-repentis
KCP 6.4.1 (PYRNTR), Puccinia recondite (PUCCRE) on winter wheat in Poland
/010 Field Research Support, Poland, Report No. FRS 529/23 — V2
UPL Report No. F23EU-014-AMA-017
GEP
Unpublished
KCP 6.1 Pszczotkowski, | 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Pyrenophora N Y New study UPL
KCP 6.2 M. tritici-repentis (PYRNTR) and Zymoseptoria tritici (SEPTTR) in Poland.
KCP6.4.1 Staphyt, Poland, Report No. MP2-23-105429-01-PL02
/011 UPL Report No. F23EU-015-AMA-012
GEP
Unpublished
KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the N Y New study UPL
KCP 6.2 control of Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Field Research Support, Latvia, Report No. FRS198/22-V2-LV
/012 UPL Report No. F22EU-033-AMA-002
GEP
Unpublished
KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied post-emergence of N Y New study UPL
KCP 6.2 winter wheat for the control of Puccinia striiformis (PUCCST) in Europe.
KCP 6.4.1 Field Research Support, Latvia, Report No. FRS200/22-V2-LV
/013 UPL Report No. F22EU-034-AMA-002
GEP
Unpublished
KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied post-emergence of N Y New study UPL
KCP 6.2 winter wheat for the control of Puccinia striiformis (PUCCST) in Europe.
KCP 6.4.1 Field Research Support, Latvia, Report No. FRS200/22-V3-LV
/014 UPL Report No. F22EU-034-AMA-003
GEP
Unpublished
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KCP 6.1 Packwood, J. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Pyrenophora N Y New study UPL
KCP 6.2 tritici-repentis (PYRNTR) in Europe.
KCP 6.4.1 Eurofins, Latvia, Report No. S23-101657-06
/015 UPL Report No. F23EU-015-AMA-009
GEP
Unpublished
KCP 6.1 Vaitiekiene, E. | 2021 | The efficacy of FCG08, FGR06 and FHOO04 applied post-emergence of winter wheat for N Y New study UPL
KCP 6.2 the control of Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Agrolab, Lithuania
/016 UPL Report No. F21EU-007-011-003
GEP
Unpublished
KCP 6.1 Vaitiekiene, E. | 2021 | The efficacy of FCG08, FGR06 and FHOO04 applied post-emergence of winter wheat for N Y New study UPL
KCP 6.2 the control of Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Agrolab, Lithuania
/017 UPL Report No. F21EU-007-011-004
GEP
Unpublished
KCP 6.1 Zollner, H. 2021 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in winter wheat for the N Y New study UPL
KCP 6.2 Siebold, M. control of Zymoseptoria tritici (SEPTTR) in Europe.
KCP6.4.1 Field Research Support, Germany, Report No. FRS275/21-V1
/018 UPL Report No. F21EU-006-011-006
GEP
Unpublished
KCP 6.1 Zollner, H. 2021 | Field study to evaluate the efficacy of FGR06 and FHOO4 applied in triticale for the N Y New study UPL
KCP 6.2 Siebold, M. control of Zymoseptoria tritici (SEPTTR) and Blumeria graminis tritici (ERYSGT) in
KCP 6.4.1 Europe.
/019 Field Research Support, Germany, Report No. FRS275/21-V2
UPL Report No. F21EU-006-011-007
GEP
Unpublished
KCP 6.1 Zollner, H. 2021 | Field study to evaluate the efficacy of FGR0O6 and FHOO04 applied in wheat for the N Y New study UPL
KCP 6.2 Siebold, M. control of Puccinia striiformis (PUCCST) and Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Field Research Support, Germany, Report No. FRS276/21-V2
/020 UPL Report No. F21EU-008-011-005
GEP
Unpublished
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KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO4 applied in cereals for the N Y New study UPL
KCP 6.2 control of Zymoseptoria tritici (SEPTTR) in Europe.
KCP 6.4.1 Field Research Support, Germany, Report No. FRS197/22-V3
/021 UPL Report No. F22EU-024-AMA-005
GEP
Unpublished
KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO4 applied in cereals for the N Y New study UPL
KCP 6.2 control of Puccinia striiformis (PUCCST) in Europe.
KCP 6.4.1 Field Research Support, Germany, Report No. FRS199/22-V/2
1022 UPL Report No. F22EU-025-AMA-004
GEP
Unpublished
KCP 6.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the N Y New study UPL
KCP 6.2 control of Puccinia triticina (PUCCRT) in Europe.
KCP6.4.1 Field Research Support, Germany, Report No. FRS202/22-V/2
/023 UPL Report No. F22EU-026-AMA-004
GEP
Unpublished
KCP 6.1 Siebold, M. 2023 | The effecacy of FGR06, FGRO7 and FHOO4 applied in cereals for the control of N Y New study UPL
KCP 6.2 Puccinia triticina (PUCCRT) in Europe.
KCP 6.4.1 Field Research Support, Germany, Report No. FRS028/23
1024 UPL Report No. F23EU-008-AMA-004
GEP
Unpublished
KCP 6.1 Packwood, J. 2023 | The efficacy of FGR06, FGR0O7 and FHOO4 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.2 striiformis (PUCCST) in Europe.
KCP 6.4.1 Eurofins, Germany, Report No. S23-101654-02
1025 UPL Report No. F23EU-012-AMA-005
GEP
Unpublished
KCP 6.1 Oudin, V. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Blumeria N Y New study UPL
KCP 6.2 graminis tritici (ERYSGT) in Europe. GEP Trial, GERMANY, 2023.
KCP 6.4.1 Staphyt, Germany, Report No. VON-23-105349-01-DEQ7
1026 UPL Report No. F23EU-014-AMA-003

GEP
Unpublished
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KCP 6.1 Packwood, J. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Pyrenophora N Y New study UPL
KCP 6.2 tritici-repentis (PYRNTR) in Europe.
KCP 6.4.1 Eurofins, Germany, Report No. S23-101657-04
1027 UPL Report No. F23EU-015-AMA-004
GEP
Unpublished
KCP 6.1 Oudin, V. 2019 | The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR) N Y New study UPL
KCP 6.2 Schmidt, I. Staphyt, Germany, Report No. VON-19-38651-DE02
KCP 6.4.1 UPL Report No. F-19-EU-TRZAW-009E01-02DE
/028 GEP
Unpublished
KCP 6.2 Furman- 2020 | The efficacy of FGF06 and FHOO4 applied to wheat for the control of foliar diseases. N Y New study UPL
KCP 6.4.1 Fratczak, K. Agreco, Poland, Report No. 20UPL0688-1
/029 UPL Report No. F20EU-002-010-015
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO4 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. striiformis (PUCCST) in Europe.
/030 Agreco, Poland, Report No. 21UPL0905-1
UPL Report No. F21EU-008-011-016
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. striiformis (PUCCST) in Europe.
/031 Agreco, Poland, Report No. 21UPL0908-1
UPL Report No. F21EU-008-011-017
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina N Y New study UPL
KCP6.4.1 Fratczak, K. (PUCCRT) in Europe.
/032 Agreco, Poland, Report No. 21UPL0906-1

UPL Report No. F21EU-009-011-016
GEP
Unpublished
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KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina N Y New study UPL
KCP 6.4.1 Fratczak, K. (PUCCRT) in Europe.
/033 Agreco, Poland, Report No. 21UPL0906-2
UPL Report No. F21EU-009-011-017
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina N Y New study UPL
KCP 6.4.1 Fratczak, K. (PUCCRT) in Europe.
/034 Agreco, Poland, Report No. 21UPL0909-1
UPL Report No. F21EU-009-011-018
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO4 applied in cereals for the control of Puccinia triticina N Y New study UPL
KCP 6.4.1 Fratczak, K. (PUCCRT) in Europe.
/035 Agreco, Poland, Report No. 21UPL0910-1
UPL Report No. F21EU-009-011-019
GEP
Unpublished
KCP 6.2 Furman- 2021 | The efficacy of FGR06 and FHOO4 applied in cereals for the control of Puccinia triticina N Y New study UPL
KCP 6.4.1 Fratczak, K. (PUCCRT) in Europe.
/036 Agreco, Poland, Report No. 21UPL0910-2
UPL Report No. F21EU-009-011-020
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter wheat for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. striiformis (PUCCST).
/037 Agreco, Poland, Report No. 22UPL01072-1
UPL Report No. F22EU-025-AMA-017
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter wheat for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. striiformis (PUCCST).
/038 Agreco, Poland, Report No. 22UPL01072-2

UPL Report No. F22EU-025-AMA-018
GEP
Unpublished
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KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter rye for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. triticina (PUCCRT).
/039 Agreco, Poland, Report No. 22UPL01073-1
UPL Report No. F22EU-025-AMA-026
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter rye for the control of Puccinia N Y New study UPL
KCP6.4.1 Fratczak, K. triticina (PUCCRT).
/040 Agreco, Poland, Report No. 22UPL01073-2
UPL Report No. F22EU-025-AMA-027
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter wheat for the control of Puccinia N Y New study UPL
KCP6.4.1 Fratczak, K. triticina (PUCCRT).
/041 Agreco, Poland, Report No. 22UPL01074-1
UPL Report No. F22EU-026-AMA-019
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO4 applied in winter rye for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. triticina (PUCCRT).
1042 Agreco, Poland, Report No. 22UPL01075-1
UPL Report No. F22EU-026-AMA-028
GEP
Unpublished
KCP 6.2 Furman- 2022 | The efficacy of FGR06 and FHOO04 applied in winter rye for the control of Puccinia N Y New study UPL
KCP 6.4.1 Fratczak, K. triticina (PUCCRT).
/043 Agreco, Poland, Report No. 22UPL01075-2
UPL Report No. F22EU-026-AMA-029
GEP
Unpublished
KCP 6.2 Rusek, K. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.4.1 striiformis (PUCCST), Poland 2023
1044 Fertico, Poland, Report No. 113_01_F23_330

UPL Report No. F23EU-011-AMA-011
GEP
Unpublished
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KCP 6.2 Rusek, K. 2023 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
KCP 6.4.1 striiformis (PUCCST), Poland 2023
/045 Fertico, Poland, Report No. 114_01_F23_332
UPL Report No. F23EU-011-AMA-013
GEP
Unpublished
KCP 6.2 Ruja, E. 2020 | The efficacy of FGF06 and FHOO04 applied to wheat for the control of foliar diseases. N Y New study UPL
KCP 6.4.1 Agrolab, Latvia
/046 UPL Report No. F20EU-002-010-022
GEP
Unpublished
KCP 6.2 Packwood, J. 2023 | The efficacy of FGR06 and FHOO4 applied in cereals for the control of Puccinia N Y New study UPL
KCP6.4.1 striiformis (PUCCST) in Europe.
1047 Eurofins, Latvia, Report No. S23-101655-02
UPL Report No. F23EU-013-AMA-005
GEP
Unpublished
KCP 6.2 Ruja, E. 2020 | The efficacy of FGF06 and FHOO4 applied to wheat for the control of foliar diseases. N Y New study UPL
KCP 6.4.1 Agrolab, Lithuania
/048 UPL Report No. F20EU-002-010-007
GEP
Unpublished
KCP 6.2 Ruja, E. 2020 | The efficacy of FGF06 and FHOO4 applied to wheat for the control of foliar diseases. N Y New study UPL
KCP 6.4.1 Agrolab, Lithuania
/049 UPL Report No. F20EU-002-010-016
GEP
Unpublished
KCP 6.2 Hotzel, S. 2020 | The efficacy and ratio justification of FGF06 and FHOO04 applied to winter wheat for the N Y New study UPL
KCP6.4.1 Siebold, M. control of foliar diseases.
/050 Field Research Support, Germany, Report No. FRS055/20-V1

UPL Report No. F20EU-001-010-001
GEP
Unpublished
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KCP 6.2 Mahkamov, S. | 2020 | The efficacy and ratio justification of FGF06 and FHOO4 applied to winter wheat for the N Y New study UPL
KCP 6.4.1 Siebold, M. control of foliar diseases.
/051 Field Research Support, Germany, Report No. FRS055/20-V2
UPL Report No. F20EU-001-010-004
GEP
Unpublished
KCP 6.2 Birkinshaw, N. | 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
KCP6.4.1 striiformis (PUCCST) in Europe.
/052 Eurofins, Germany, Report No. S21-03654-07
UPL Report No. F21EU-008-011-002
GEP
Unpublished
KCP 6.2 Zollner, H. 2021 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in rye for the control N Y New study UPL
KCP6.4.1 Siebold, M. of Puccinia triticina (PUCCRT) and Rhynchosporium secalis (RHYNSE) in Europe.
/053 Field Research Support, Germany, Report No. FRS277/21-V/2
UPL Report No. F21EU-009-011-007
GEP
Unpublished
KCP 6.2 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the N Y New study UPL
KCP 6.4.1 control of Puccinia striiformis (PUCCST) in Europe.
/054 Field Research Support, Germany, Report No. FRS199/22-V1
UPL Report No. F22EU-025-AMA-003
GEP
Unpublished
KCP 6.2 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO4 applied in cereals for the N Y New study UPL
KCP 6.4.1 control of Puccinia striiformis (PUCCST) in Europe.
/055 Field Research Support, Germany, Report No. FRS201/22-V1
UPL Report No. F22EU-025-AMA-024
GEP
Unpublished
KCP 6.2 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the N Y New study UPL
KCP 6.4.1 control of Puccinia triticina (PUCCRT) in Europe.
/056 Field Research Support, Germany, Report No. FRS202/22-V1

UPL Report No. F22EU-026-AMA-003
GEP
Unpublished
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KCP 6.2
KCP6.4.1
/057

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the
control of Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Germany, Report No. FRS205/22-V2

UPL Report No. F22EU-026-AMA-027

GEP

Unpublished

N

Y

New study

UPL

KCP 6.2
KCP6.4.1
/058

Siebold, M.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Field Research Support, Germany, Report No. FRS029/23

UPL Report No. F23EU-009-AMA-006

GEP

Unpublished

New study

UPL

KCP 6.2
KCP6.4.1
/059

Siebold, M.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Blumeria
graminis tritici (ERYSGT) in Europe.

Field Research Support, Czech Republic, Report No. F-23-G-559-01

UPL Report No. F23EU-014-AMA-004

GEP

Unpublished

New study

UPL

KCP 6.4.1
/060

Ruja, E.

2020

The efficacy of FGF06 and FHO04 applied to wheat for the control of foliar diseases.
Agrolab, Latvia

UPL Report No. F20EU-002-010-008

GEP

Unpublished

New study

UPL

KCP 6.4.1
/061

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHOO04 applied post-emergence of
winter wheat for the control of

Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Latvia, Report No. FRS203/22-V5-LV

UPL Report No. F22EU-035-AMA-005

GEP

Unpublished

New study

UPL

KCP6.4.1
/062

LeleSius, E.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Agrolab, Latvia

UPL Report No. F23EU-010-AMA-004

GEP

Unpublished

New study

UPL
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KCP 6.4.1 Vaitiekiene, E. | 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
/063 striiformis (PUCCST) in Europe.

Agrolab, Lithuania

UPL Report No. F21EU-008-011-019

GEP

Unpublished
KCP 6.4.1 Vaitiekiene, E. | 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia N Y New study UPL
/064 striiformis (PUCCST) in Europe.

Agrolab, Lithuania

UPL Report No. F21EU-008-011-020

GEP

Unpublished
KCP 6.4.1 Vaitiekiene, E. | 2021 | The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina N Y New study UPL
/065 (PUCCRT) in Europe.

Agrolab, Lithuania

UPL Report No. F21EU-009-011-022

GEP

Unpublished
KCP 6.4.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the N Y New study UPL
/066 control of Zymoseptoria tritici (SEPTTR) in Europe.

Field Research Support, Lithuania, Report No. FRS198/22-V1-LT

UPL Report No. F22EU-033-AMA-001

GEP

Unpublished
KCP 6.4.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied post-emergence of N Y New study UPL
/067 winter wheat for the control of Puccinia striiformis (PUCCST) in Europe.

Field Research Support, Lithuania, Report No. FRS200/22-V1-LT

UPL Report No. F22EU-034-AMA-001

GEP

Unpublished
KCP 6.4.1 Siebold, M. 2022 | Field study to evaluate the efficacy of FGR06 and FHOO04 applied post-emergence of N Y New study UPL
/068 winter wheat for the control of Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Lithuania, Report No. FRS203/22-V3-LT
UPL Report No. F22EU-035-AMA-003

GEP

Unpublished
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KCP 6.4.1
/069

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHO04 applied post-emergence of
winter wheat for the control of Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Lithuania, Report No. FRS203/22-V4-LT

UPL Report No. F22EU-035-AMA-004

GEP

Unpublished

N

Y

New study

UPL

KCP 6.4.1
/070

Packwood, J.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Lithuania, Report No. S23-101652-02

UPL Report No. F23EU-010-AMA-005

GEP

Unpublished

New study

UPL

KCP6.4.1
/071

Lelesius, E.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Agrolab, Lithuania

UPL Report No. F23EU-010-AMA-006

GEP

Unpublished

New study

UPL

KCP6.4.1
/072

Packwood, J.

2023

The efficacy of FGR06 and FHO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Lithuania, Report No. S23-101652-03

UPL Report No. F23EU-010-AMA-007

GEP

Unpublished

New study

UPL

KCP 6.4.1
/073

LeleSius, E.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia
striiformis (PUCCST) in Europe.

Agrolab, Lithuania

UPL Report No. F23EU-013-AMA-006

GEP

Unpublished

New study

UPL

KCP6.4.1
/074

LeleSius, E.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia
striiformis (PUCCST) in Europe.

Agrolab, Lithuania

UPL Report No. F23EU-013-AMA-007

GEP

Unpublished

New study

UPL
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Owner

KCP 6.4.1
KCP 6.4.2
/075

Oudin, V.
Schmidt, I.

2019

The efficacy of FHO applied to winter wheat for the control of foliar diseases (SEPTTR)
Staphyt, Germany, Report No. VON-19-38651-DEQ1

UPL Report No. F-19-EU-TRZAW-009E01-01DE

GEP

Unpublished

N

Y

New study

UPL

KCP 6.4.1
/076

Birkinshaw, N.

2021

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Germany, Report No. S21-03654-10

UPL Report No. F21EU-009-011-003

GEP

Unpublished

New study

UPL

KCP6.4.1
1077

Birkinshaw, N.

2021

The efficacy of FGR06 and FHO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Germany, Report No. S21-03654-12

UPL Report No. F21EU-009-011-005

GEP

Unpublished

New study

UPL

KCP6.4.1
/078

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the
control of Puccinia striiformis (PUCCST) in Europe

Field Research Support, Germany, Report No. FRS201/22-V/2

UPL Report No. F22EU-025-AMA-025

GEP

Unpublished

New study

UPL

KCP 6.4.1
/079

Birkinshaw, N.

2022

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Germany, Report No. S22-03523-03

UPL Report No. F22EU-026-AMA-023

GEP

Unpublished

New study

UPL

KCP6.4.1
/080

Birkinshaw, N.

2022

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia triticina
(PUCCRT) in Europe.

Eurofins, Germany, Report No. S22-03523-04

UPL Report No. F22EU-026-AMA-024

GEP

Unpublished

New study

UPL
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KCP 6.4.1
/081

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the
control of Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Germany, Report No. FRS204/22

UPL Report No. F22EU-026-AMA-025

GEP

Unpublished

N

Y

New study

UPL

KCP 6.4.1
KCP 6.4.2
KCP 6.4.3
/082

Siebold, M.

2022

Field study to evaluate the efficacy of FGR06 and FHOO04 applied in cereals for the
control of Puccinia triticina (PUCCRT) in Europe.

Field Research Support, Germany, Report No. FRS205/22-V1

UPL Report No. F22EU-026-AMA-026

GEP

Unpublished

New study

UPL

KCP6.4.1
/083

Siebold, M.

2023

The efficacy of FGR06 and FHOO04 applied in cereals for the control of Puccinia
striiformis (PUCCST) in Europe.

Field Research Support, Germany, Report No. FRS030/23

UPL Report No. F23EU-011-AMA-004

GEP

Unpublished

New study

UPL

KCP 6.4.4
/084

Siebold, M.

Genty, M.

2022

Unintentional effects of FHO04 and FGRO6 on bread making process in winter wheat
(field part).

Field Research Support, Germany, Report No. FRS162/22-V1-FR

UPL Report No. F22EU-036-AMA-001

GEP

Unpublished

New study

UPL

KCP 6.4.4
/085

Siebold, M.

Peyrou-

Pouquet, P.

2022

Unintentional effects of FHO04 and FGRO6 on bread making process in winter wheat
(field part).

Field Research Support, Germany, Report No. FRS162/22-V2-FR

UPL Report No. F22EU-036-AMA-002

GEP

Unpublished

New study

UPL

KCP 6.4.4
/086

Siebold, M.
Laurent, C.

2022

Unintentional effects of FHO04 and FGRO6 on bread making process in winter wheat
(field part).

Field Research Support, Germany, Report No. FRS162/22-V3-FR

UPL Report No. F22EU-036-AMA-003

GEP

Unpublished

New study

UPL




FHOO04/Patton Supra

Part B — Section 3 — Core Assessment

ZRMS version

Page 152 /152
Version: February 2025

Title Data Justification
Source (where different from company) Vertebrate rotection if data
Annex point Author Year | Company, Report No. study prot - Owner
GLP or GEP status YIN claimed | protection
Published or Unpublished YIN Is claimed
KCP 6.4.4 Siebold, M. 2022 | Processing trial report - Unintentional effects of FHO04 and FGR06 on bread making N Y New study UPL
/087 Laurent, C. process in winter wheat (field part).

Syntech, Germany, Report No. EU-22-1236
UPL Report No. F22EU-036-AMA

GEP

Unpublished




