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Part A

Risk Management



	
Product code: 
(Product code)

Product name: 
(Product name)

Active Substance: 
X g/L active substance 1 and y g/L active substance 2


	COUNTRY: Belgium
Central Zone
Zonal Rapporteur Member State: Belgium

	NATIONAL BELGIAN ASSESSMENT
OJxxxx, Point 17_09_xx, Nxxxxx


	
Applicant:  
(Name applicant)

Submission Date: 
(date)

Evaluation Date: 
(date)


1
Details of the application
The third party (Name of third party) submitted on (date) an application to maintain the following authorised minor uses for the existing plant protection product (PRODUCT NAME), formulation type (GCPF code), containing XXX g/L of the active substance (active substance) and XXX g/L of the active substance (active substance) for use in (crops). These minor uses were not defended by the authorisation holder at re-registration.
OR

The third party (Name of third party) submitted on (date) an application to support the extension of authorisation for the existing plant protection product (PRODUCT NAME), formulation type (GCPF code), containing XXX g/L of the active substance (active substance) and XXX g/L of the active substance (active substance) for use in (crops).
(Active substance) was included in annex 1 of Council Directive 91/414 on XXXXX. Therefore the active substance is approved under regulation 1107/2009. 

As this evaluation was submitted after 14/06/11 it is considered under regulation 1107/2009. 


The application refers to article 51 of the European regulation 1107/2009.
2
Details of the authorisation
2.1
Product identity

	Commercial Name
	PRODUCT NAME

	Dossier N° (authorisation number)
	Nxxxxx (xxxxxP/B)

	Type of application 
	MINOR USE EXTENSION

	Function
	Fungicide/Insecticide/…

	Applicant
	Name of third party

	Composition
	XXX g/L (active substance) and XXX g/L (active substance)

	Formulation type
	SL/EC/…

	Packaging
	Reference is made to the existing authorisation


2.2 Classification and labelling

Classification and labelling do not change. Reference is made to the existing authorisation.

2.3 Product uses  
a) National presentation of the requested uses

	Crop
	Ornamental plants (outdoor and indoor)
	Gewas
	Sierplanten (open lucht en onder bescherming)
	Culture
	Plantes ornementales (plein air et sous protection)

	General remark
	The species and cultivars of ornamental plants that can be treated with the product, are mentioned on the label with responsibility of the authorisation holder.
	Algemene opmerking
	De soorten en variëteiten van siergewassen die kunnen worden behandeld, worden op het etiket vermeld onder de verantwoordelijkheid van de houder van de erkenning.
	Remarque générale
	Les espèces et variétés de plantes ornementales susceptibles d'être traitées

avec ce produit sont citées sur l'étiquette sous la responsabilité du détenteur

de l'agréation.

	Remark
	The use in ornamental plants has been granted based on trials with the following species: Eustoma, Viola, Celosia, Azalea et Hebe.
	Opmerking 
	Het gebruik in sierplanten werd toegestaan op

basis van proeven uitgevoerd met de volgende

soorten: Eustoma, Viola, Celosia, Azalea et Hebe.
	Remarque
	Utilisation en plantes ornementales accordée sur base d'essais réalisés sur les espèces suivantes: Eustoma, Viola, Celosia, Azalea et Hebe.

	Precautions for succeeding crops
	/
	Voorzorgen voor volggewassen
	/
	Précautions pour les cultures suivantes
	/

	Enemy
	Leaf and stem phytophtora in ornamentals
	Vijand
	Blad- en takphytophthora en valse meeldauw
	Ennemis 
	mildiou des plantes ornementales

	Stage
	Preventative spray or from first symptoms
	Stadium
	Preventief of bij het verschijnen van de eerste symptomen
	Stade 
	Préventivement ou à l’apparition des premiers symptômes

	Rate
	0,06 l/100 l
	Dosis
	0,06 l/100 l
	Dose
	0,06 l/100 l

	N° applications
	1-6 applications
	Aantal toepassingen
	1-6 toepassingen
	Nombre de traitements
	1-6 applications

	Application method
	Field spraying machine, 200-500 L water/ha
	Toepassingsmethode
	Veldspuittoestel, à 200-500 l water/ha
	Méthode d’application
	Pulvérisateur de champ, à 200-500 l d’eau/ha

	Drift mitigation measures
	20 m with 50 % drift reduction
	Driftreducerende maatregelen
	20 m met 50 % driftreductie
	Mesures anti-dérive
	20 m avec 50 % de réduction de drift


	Crop
	Leeks
	Gewas
	Prei
	Culture
	Poireaux

	Stage
	/
	Stadium
	/
	Stade
	/

	Remark
	/
	Opmerking
	/
	Remarque
	/

	Enemy
	Rust (leeks) – Puccinia porri

Phytophthora porri

Alternaria porri
	Vijand
	Roest (prei)

Papiervlekkenziekte (prei)

Purpervlekkenziekte (prei)
	Ennemis 
	Rouille (poireaux)

Mildiou (poireaux)

Alternaria (poireaux)

	Stage
	Preventative spray or from first symptoms
	Stadium
	Preventief of bij het verschijnen van de eerste symptomen
	Stade 
	Préventivement ou à l’apparition des premiers symptômes

	Rate
	1 L/ha
	Dosis
	1 l/ha
	Dose
	1 l/ha

	N° applications
	1-3 applications, interval of 21 days
	Aantal toepassingen
	1-3 toepassingen, met een interval van 21 dagen
	Nombre de traitements
	1-3 applications, à intervalle de 21 jours

	Application method
	Field spraying machine, 200-500 L water/ha
	Toepassingsmethode
	Veldspuittoestel, à 200-500 l water/ha
	Méthode d’application
	Pulvérisateur de champ, à 200-500 l d’eau/ha

	Drift mitigation measures
	20 m with 50 % drift reduction
	Driftreducerende maatregelen
	20 m met 50 % driftreductie
	Mesures anti-dérive
	20 m avec 50 % de réduction de drift


b) Presentation of the requested uses according to the EU GAP table

	Crop and/

or situation

(a)
	MS
	Product code
	F

G

or

I

(b)
	Pests or

Group of pests

controlled

(c)
	Formulation
	Application
	Application rate per treatment
	PHI

(days)

(l)
	Remarks:

(m)

	
	
	
	
	
	Type

(d-f)
	Conc.

of as

(i)
	method

kind

(f-h)
	growth

stage & season

(j)
	number

min   max

(k)
	interval between applications (min)
	kg as/hL

min   max
	water L/ha

min   max
	kg as/ha

min   max
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	(active substance 1)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ornamental plants
	BE 

(central zone) 
	PRODUCT NAME
	F/G/I 
	Downy mildew
	SL/EC/…
	XXX g/L active substance 1
	Spraying
	
	1-6
	
	
	
	x kg active substance 1/ha
	n.a.
	

	Leek
	BE 

(central zone) 
	PRODUCT NAME
	F/G/I 
	Rust/Phytophthora porri/Alternaria porri
	SL/EC/…
	XXX g/L active substance 1
	Spraying
	
	1-3
	
	
	
	x kg active substance 1/ha
	7 days
	

	(Active substance 2)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ornamental plants
	BE 

(central zone) 
	PRODUCT NAME
	F/G/I 
	Downy mildew
	SL/EC/…
	XXX g/L active substance 2
	Spraying
	
	1-6
	
	
	
	x kg active substance 2/ha
	n.a.
	

	Leek
	BE 

(central zone) 
	PRODUCT NAME
	F/G/I 
	Rust/Phytophthora porri/Alternaria porri
	SL/EC/…
	XXX g/L active substance 2
	Spraying
	
	1-3
	
	
	
	x kg active substance 2/ha
	7 days
	

	Remarks:
	(a)
For crops, the EU and Codex classifications (both) should be used; where relevant, the use situation should be described (e.g. fumigation of a structure)

(b)
Outdoor or field use (F), glasshouse application (G) or indoor application (I) 

(c)
e.g. biting and suckling insects, soil born insects, foliar fungi, weeds

(d)
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)

(e)
GCPF Codes - GIFAP Technical Monograph No 2, 1989

(f)
All abbreviations used must be explained

(g)
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

(h)
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of equipment used must be indicated
	
	(i)
g/kg or g/l

(j)
Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3‑8263-3152-4), including where relevant, information on season at time of application

(k)
The minimum and maximum number of application possible under practical conditions of use must be provided

(l)
PHI - minimum pre-harvest interval

(m)
Remarks may include: Extent of use/economic importance/restrictions


3
Risk management

3.1
Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles
3.1.1
Physical and chemical properties

No evaluation has been carried out; the use is covered by the risk envelope.
 3.1.2
Methods of analysis

No evaluation has been carried out; the use is covered by the risk envelope.
3.1.3 Mammalian Toxicology
Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS 
3.1.4 Residues and consumer exposure

Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

3.1.5
Environmental fate and behaviour
Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS
3.1.6 Ecotoxicology

Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

3.1.7
Efficacy
 

Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

3.2
Conclusions 

	Fyschem
	Covered by the main authorisation

	Toxicology
	Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

	Residue
	Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

	Fate
	Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

	Ecotoxicology
	Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS

	Efficacy/Phytotoxicity
	Brief summary of the evaluation of the data > TO BE DONE AFTER EVALUATION BY THE EXPERTS


3.3
Further information to permit a decision to be made or to support a review of the conditions and restrictions associated with the authorisation
· details of the outstanding data requirements set at the national level

Following information is required in order to obtain prolongation of the authorisation:

	Annex Point addressed
	Information or study required

	n.a.
	


	REGISTRATION REPORT
Part B
Risk Assessment


	
Product code: 
(Product code)

Product name: 
(Product name)

Active Substance: 
X g/L active substance 1 and y g/L active substance 2


	COUNTRY: Belgium
Central Zone
Zonal Rapporteur Member State: Belgium

	NATIONAL BELGIAN ASSESSMENT
OJxxxx, Point 17_09_xx, Nxxxxx


	
Applicant:  
(Name applicant)

Submission Date: 
(date)

Evaluation Date: 
(date)


1.
Identity of the plant protection product

1.1 Applicant


Name and address of the applicant (third party)
1.2
Identity of the active substance

Name: (active substance 1) and (active substance 2)
The active substance (active substance 1) was included in annex 1 of Council Directive 91/414 on (date). 

The active substance (active substance 2) was included in annex 1 of Council Directive 91/414 on (date). 

For further details please consult the main authorisation.
1.3
Identity of the plant protection product

	Commercial Name
	PRODUCT NAME

	Dossier N° (authorisation number)
	Nxxxxx (xxxxxP/B)

	Type of application 
	MINOR USE EXTENSION

	Function
	Fungicide/Insecticide/…

	Applicant
	Name of third party

	Composition
	XXX g/L (active substance) and XXX g/L (active substance)

	Formulation type
	SL/EC/…

	Packaging
	Reference is made to the existing authorisation


1.4
Function

Fungicide/insecticde/herbicide
1.5
Uses applied for
see part A.
1.6
Background to the application

1.6 Background to the application
1.6.1 Description of the problem

The third party FOD VVVL (‘FOD Volksgezondheid, Veiligheid van de Voedselketen en Leefmilieu’, Belgium) submitted an application to maintain the use in in peach, apricots, peas, leafy vegetables and herbs. These minor uses were not defended by the authorisation holder at re-registration. Aphids, such as the green pea aphid (Acyrtosiphum pisum, ACYRON), Aphis fabae (APHIFA), are a pest of big concern in peas, because of both direct and indirect impacts (sucking insects, transmission of viruses). 

Untill 2013, seed treatment with thiamethoxam (neonicotinoid) was very important in peas. However, since then, the use of neonicotinoids in Europe is forbidden in a flowering culture such as peas.  As a result, 2 to 3 spray applications are needed before flowering to replace the effect of a single seed treatment. In addition, these treatments (with pyrethroids) are not efficient enough to fully protect peas against aphids and aphids transmitting viral diseases.

Aphid infection results in dwarf growth, distortion of leaves, stunting, wilting of the host plant, less seed formation, smaller seed size and the pods are not well formed. Moreover, plants are often coated with honeydew secreted by the aphids, which is a source of fungal infections. Moreover, management of the aphids is really necessary because they are a vector of several important viruses such as pea enation mosaic (PEMW) and the yellow bean mosaic viruses. 

In 2015, in some cases 50% of yield was noticed. This means a great loss of yield and also a financial disaster for the growers. Less peas became available for industry (frozen and canned). In Belgium, 9.000 to 10.000 hectares of peas are cultivated. The industry and the growers are very concerned for next season. Part of a solution would be an authorisation of spirotetramat in peas without pods. The efficacy of spirotetramat is better than the pyrethroïds, and efficacy was already demonstrated in an earlier dossier. In Belgium, spirotetramat is already authorised against aphids in different cultures, even in peas (with pods), and in beans (with pods) outdoor and indoor.

Aphids are important pests for which an insufficient number of plant protection products are available in the above mentioned minor crops.
1.6.2 Public interest and minor use

Article 51 of the Regulation (EC) No 1107/2009 states that third party extensions are only possible if the intended use applied for is minor in nature and in public interest.

In Belgium, celery and fennel are considered minor crops by the Authorisation Board as they have an acreage of only 380 and 115 ha, respectively.
Most third party extensions are requested for fruits and vegetables, representing an important part of the Belgian diet. The lack of economic return for the authorisation holder, due to the cost of generating data and the administrative fees, greatly limits the number of authorisations in these crops and could increase the risk of illegal use which could pose a threat to human health.

As such, an application for an article 51 extension is justified.

1.6.3 Argumentation for efficacy and selectivity
Ornamentals

Article 51 does not require an efficacy/selectivity evaluation. However, selectivity of the product was tested in a trial (annex 1). Efficacy of the product was tested in Viola (annex 2).

Leek

Article 51 does not require an efficacy/selectivity evaluation. However, selectivity and efficacy of the product can be extrapolated from onion (EPPO extrapolation table). 
To complete with relevant information.
1.7
Packaging details

Please consult the main authorisation.
2. Physical and chemical properties of the plant protection product

No evaluation has been carried out; the use is covered by the risk envelope. 

3.
Methods of analysis

No evaluation has been carried out; the use is covered by the risk envelope.
4. Mammalian toxicology
Ornamentals

Additional data demonstrating an acceptable risk have been submitted.
Leek

No additional data have been submitted. An argumentation has been provided demonstrating that the uses applied for are covered by the risk envelope. 
5.
Residues

Ornamentals

Not applicable as ornamental plants not meant for human consumption
Leek
Residue studies were executed by the Fund of Raw materials (see annex 3).
6.
Environmental fate and behaviour

Ornamentals

Additional data demonstrating an acceptable risk have been submitted.
Leek

No additional data have been submitted. An argumentation has been provided demonstrating that the uses applied for are covered by the risk envelope. 
7.      Ecotoxicology

Ornamentals

Additional data demonstrating an acceptable risk have been submitted.
Leek

No additional data have been submitted. An argumentation has been provided demonstrating that the uses applied for are covered by the risk envelope. 
8. Efficacy

Article 51 does not require an efficacy/selectivity evaluation. No efficacy/selectivity evaluation has been carried out.
REGISTRATION REPORT

Annexes
 Annex 1 - List of data submitted in support of the evaluation

Part A - List of Annex II data submitted in support of the evaluation 

	Annex point


	Author
	Year
	Title

Source (where different from company)

Company, Report No.

GLP or GEP status (where relevant)

Published or Unpublished
	Data protection claimed Y/N
	Owner
	Data relied upon Y/N
	Data protection granted Y/N + expiry

	n.a.
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Part B - List of Annex III data submitted in support of the evaluation 

	Annex point


	Author
	Year
	Title

Source (where different from company)

Company, Report No.

status (where relevant)

Published or Unpublished
	Data protection claimed Y/N
	Owner
	Data relied upon Y/N
	Data protection granted Y/N + expiry

	
	
	2003
	Fytotoxiciteitsstudie van middelen voor de bestrijding van valse meeldauw en blad- en takphytophthora (annex 1)
	
	PCS Destelbergen
	
	

	
	
	2008
	Effectiviteit fungiciden ter bestrijding van Phytophthora cactorum bij Viool (annex 2)
	
	PCS Destelbergen
	
	

	
	Ir. Patricia DE VOS
	2017
	Determination of thiacloprid residues in radish growing in greenhouse after treatment with CALYPSO. Two decline curve residue trials and two harvest residue trials carried out in 2015 and 2016 in Belgium for the Federal Public Service Health, Food chain Safety and Environment in Belgium. P13/08(588)-C15/07
	
	Federal Public Service Health, Food chain Safety and Environment in Belgium
	
	


Annex 2 - Copy of the product authorisation

See www.phytoweb.be

