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Abstract 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Summary 
Sodium hypochlorite is an active substance for which, in accordance with Article 23(3) of Regulation 
(EC) No 1107/2009, the European Commission received an application from Laboratoires A.C.I. for 
approval as a ‘basic substance’. Regulation (EC) No 1107/2009 introduced the new category of ‘basic 
substances’, which are described, among others, as active substances, not predominantly used as plant 
protection products but which may be of value for plant protection and for which the economic interest 
in applying for approval may be limited. Article 23 of Regulation (EC) No 1107/2009 lays down specific 
provisions for consideration of applications for approval of basic substances. 

In March 2013, the European Commission requested the European Food Safety Authority (EFSA) to 
provide scientific assistance with respect to the evaluation of applications received by the European 
Commission concerning basic substances. By a further specific request, received from the European 
Commission in March 2020, EFSA was asked to organise a consultation on the basic substance 
application for approval of sodium hypochlorite for use in plant protection as a bactericide, fungicide 
and viricide on mushrooms, vegetables, ornamentals and arable crops, to consult the applicant on the 
comments received, and to deliver its scientific views on the specific points raised in the format of a 
reporting table within three months of acceptance of the specific request. 

A consultation on the basic substance application for sodium hypochlorite, organised by EFSA, was 
conducted with Member States via a written procedure in December 2019 – February 2020. 
Subsequently, EFSA also provided comments and the applicant was invited to address all the comments 
received in the format of a reporting table and to provide an application update as appropriate, within 
a period of 30 days. 

The current report summarises the outcome of the consultation process organised by EFSA on the basic 
substance application for approval of sodium hypochlorite for use in plant protection as a bactericide, 
fungicide and viricide, and presents EFSA’s scientific views on the individual comments received in the 
format of a reporting table. 

Sodium hypochlorite is considered by the International Organization for Standardization not to require 
a common name. It is composed of a sodium cation (Na+) and a hypochlorite anion (ClO−). 

Sodium hypochlorite water solution is used as a disinfectant or a bleaching agent. It is used on a large 
scale for surface purification, bleaching, odour removal and water disinfection. Sodium hypochlorite is 
used for household and laundry cleaning, sanitation, deodorizing and disinfection, for municipal water, 
sewage and swimming pool disinfection, for medical environment disinfection, for disinfection purposes 
in food industry and food manipulation, for textile industry and pulp and paper bleaching and as an 
oxidation agent. 

Sodium hypochlorite is intended to be used as basic substance on mushrooms against bacterial blotch, 
and as seed treatment on vegetables, ornamentals and arable crops against fungi other than Phytiaceae 
and seedlings diseases. 

According to the harmonised classification and labelling sodium hypochlorite causes severe skin burn 
and eye damage. The content of sodium hypochlorite in the solution used as basic substance is higher 
than 10% (see Appendix C), therefore criteria for classification and labelling as H314 (Causes severe 
skin burns and eye damage) might be met. Active chlorine released from sodium hypochlorite is 
approved as a biocidal active substance (use as disinfectant, product-type 5 (Drinking water), ECHA, 
2017). Sodium hypochlorite can potentially be degraded to perchlorate. EFSA CONTAM Panel assessed 
the contaminant perchlorate (EFSA CONTAM Panel, 2015). Although the applicant referred to ECHA, 
2017 and EFSA CONTAM Panel, 2015, the summary of the available toxicity studies on chlorate and 
perchlorate and their hazards is missing in the application report. Sodium hypochlorite was previously 
used as a plant protection product; an ADI of 0.15 mg/kg bw per day and an AOEL of 0.06 mg/kg bw 
per day were set by the European Commission (Directive 2008/127/EC). Non-dietary exposure estimates 
are missing and therefore a non-dietary risk assessment cannot be conducted. 

With regard to residues in food and feed, chlorate should be considered one of the residue components 
in food resulting from the use of sodium hypochlorite as a plant protection product. As previously 
assessed by EFSA (EFSA CONTAM Panel, 2015), chronic dietary exposure to chlorate is of potential 
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concern. The European Commission established an action plan intended to reduce chlorate in food, 
including the “need to set MRLs for chlorate in regular food and maintaining MRLs for foods intended 
to infants and young children at 0.01 mg/kg”. Therefore, a data gap for the applicant to provide an 
assessment of the potential exposure to chlorate resulting from its use as plant protection product and 
an assessment of the contribution of such exposure to the overall consumer risk assessment has been 
identified. In relation to the intended uses proposed in the application, EFSA considers that the use of 
sodium hypochlorite to rinse seeds before planting is highly unlikely to result in residues above the MRL 
of 0.01 mg/kg and/or significantly contribute to the chlorate human exposure through food. However, 
the use on mushrooms needs to be further assessed with respect to potential residues of chlorate. 

The information included in the application for environmental fate and behaviour was considered 
appropriate considering the clarifications provided on the washing of treated seeds before planting. It 
would seem important that if the basic substance is approved, the approval documentation would 
specify that ‘Seeds are rinsed at least 3 times with 5 to 10 litres of water / kg seeds or an abundant 
rinse under water flow with clean water. Seeds are dried’ if this is part of the agricultural / horticultural 
practice that has been applied for (which seems to be the case). This clarification / detail was added to 
the List of uses (GAP) table included as Appendix D of this report. 

The intended indoor use on mushrooms is expected to result in negligible exposure to non-target 
organisms. Consequently, a low risk was concluded. For the intended seed treatment uses, a low risk 
to non-target organisms was also concluded assuming that the seeds are sufficiently rinsed prior to 
sowing. The exception is for organisms involved in biological sewage treatment where exposure can be 
anticipated. Nevertheless, the exposure is considered to be comparable to other non-plant protection 
uses of sodium hypochlorite. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

1. Introduction 

1.1. Background and Terms of Reference as provided by the requestor 
Regulation (EC) No 1107/20091 (hereinafter referred to as ‘the Regulation’) introduced the new category 
of ‘basic substances’, which are described, among others, as active substances, not predominantly used 
as plant protection products but which may be of value for plant protection and for which the economic 
interest of applying for approval may be limited. Article 23 of the Regulation lays down specific provisions 
to identify a substance as a basic substance with a view to ensure that such active substances that do 
not have an immediate or delayed harmful effect on human and animal health nor an unacceptable 
effect on the environment can be approved as ‘basic’ and used for plant protection purposes. 

Sodium hypochlorite is an active substance for which, in accordance with Article 23(3) of the Regulation, 
the European Commission received an application from Laboratoires A.C.I. for approval as a ‘basic 
substance’ to be used in plant protection as a bactericide, fungicide and viricide on mushrooms, 
vegetables, ornamentals and arable crops. 

The European Food Safety Authority (EFSA) organised a consultation with Member States on the basic 
substance application for sodium hypochlorite, which was conducted via a written procedure in 
December 2019 – February 2020. The comments received, including EFSA’s comments, were 
consolidated by EFSA in the format of a reporting table. Subsequently, the applicant was invited to 
address the comments in column 4 of the reporting table and to provide an application update as 
appropriate. The comments received and the response of the applicant thereon, together with the 
application update submitted by the applicant, were considered by EFSA in column 5 of the reporting 
table. 

The current report aims to summarise the outcome of the consultation process organised by EFSA on 
the basic substance application for approval of sodium hypochlorite for use in plant protection as a 
bactericide, fungicide and viricide on mushrooms, vegetables, ornamentals and arable crops, and to 
present EFSA’s scientific views on the individual comments received in the format of a reporting table. 

The application and, where relevant, any update thereof submitted by the applicant for approval of 
sodium hypochlorite as a ‘basic substance’ in the context of Article 23 of the Regulation, is a key 
supporting documentation, therefore it is considered as a background documentation to this report and 
will also be made publicly available, excluding its appendices (Laboratoires A.C.I.; 2018, 2020). 

1.2. Interpretation of the Terms of Reference 
On 6 March 2013 the European Commission requested EFSA to provide scientific assistance with respect 
to the evaluation of applications received by the European Commission concerning basic substances. By 
a further specific request, received by EFSA on 10 March 2020, EFSA was asked to organise a 
consultation on the basic substance application for approval of sodium hypochlorite for use in plant 
protection as a bactericide, fungicide and viricide on mushrooms, vegetables, ornamentals and arable 
crops, to consult the applicant on the comments received, and to deliver its scientific views on the 
specific points raised in the format of a reporting table. 

To this end, a technical report containing the finalised reporting table is being prepared by EFSA. The 
agreed deadline for providing the finalised report is 30 August 2020. 

On the basis of the reporting table, the European Commission may decide to further consult EFSA to 
conduct a full or focussed peer review and to provide its conclusions on certain specific points. 

1 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of 
plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ L 309, 24.11.2009, 
p. 1-50. 
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2. Assessment 
The comments received on the basic substance application for approval of sodium hypochlorite for use 
in plant protection as a bactericide, fungicide and viricide on mushrooms, vegetables, ornamentals and 
arable crops, and the conclusions drawn by EFSA are presented in the format of a reporting table. 

The comments received are summarised in columns 2 and 3 of the reporting table. The applicant’s 
considerations of the comments, where available, are provided in column 4, while EFSA’s scientific views 
and conclusions are outlined in column 5 of the table. 

The finalised reporting table is provided in Appendix A of this report. In addition, an overview table on 
the identity and biological properties of the substance and the list of intended uses in plant protection 
(GAP table) are provided in Appendix C and D, respectively. 

Documentation provided to EFSA 
1.	 Laboratoires A.C.I., 2018. Basic substance application on sodium hypochlorite submitted in the 

context of Article 23 of Regulation (EC) No 1107/2009. January 2018. Documentation made 
available to EFSA by the European Commission. 

2.	 Laboratoires A.C.I., 2020. Basic substance application update on sodium hypochlorite submitted 
in the context of Article 23 of Regulation (EC) No 1107/2009. May 2020. Documentation made 
available to EFSA by the applicant. 

References 
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2008 
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Abbreviations 
ADI acceptable daily intake 

ANSES French Agency for Food, Environmental and Occupational Health & Safety 

ARfD acute reference dose 

AOEL acceptable operator exposure level 

a.s. active substance 

BPR Biocidal product regulation 

BSA basic substance application 

CL classification and labelling 

CLP classification, labelling and packaging 

ECHA European Chemicals Agency 

EPA Environmental Protection Agency 

F field application 

GAP good agricultural practice 

LD50 lethal dose, median; dosis letalis media 

LS solution for seed treatment 

MRL maximum residue level 

MS Member State 

PHI pre-harvest interval 

PEPMV Pepino Mosaic Virus 

PPP plant protection product 

RNQP Regulated Non-Quarantine Pest 

SL soluble concentrate 

TDI tolerable daily intake 

ToBRFV Tomato brown rugose fruit virus 

UFS Union Française des Semenciers (the French seed association) 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Appendix A – Collation of comments from Member States and EFSA on the basic substance application for sodium 
hypochlorite and the conclusions drawn by EFSA on the specific points raised 

1. Purpose of the application 

General 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFSA on 
how the 

Follow up response from applicant EFSA’s scientific 
views on the 
specific points 
raised in the 

application should 
be updated to 
address the 

commenting 
phase conducted 
on the 

comment application 

1(1) General NL: wonders why the active was originally an 
active substance under 91/414 and is now 

The active substance under 91/414 has been 
asked in 2008 for mushroom use in irrigation 

Addressed. 

considered as a basic substance. water applied by watering tree at It is noted that 
10 – 12% available chlorine against 
Bacterial blotch caused by Pseudomonas 

the approval of 
sodium 

tolaasii (cf 2008 SANCO-2988-08). In hypochlorite as 
accordance with the provisions of Article 
21(1) of Regulation (EC) No 2229/2004, the 

a pesticide active 
substance 

Netherlands submitted in June 2008 to the 
EFSA the report of their examination, 
leading to the inclusion of sodium 
hypochlorite in Annex I of Directive 

expired on 31 
August 2019. 

91/414/EEC. 
In 2003, in order to fight against Pepino 
Mosaic Virus transmitted by tomato seeds, 
the French Ministry of Agriculture delivered 
an authorization for seed application of 
DESOGERME BACTISEM LIQUID (containing 
sodium hypochlorite), benefiting from the 
existing recognition of sodium hypochlorite 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

General 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFSA on 
how the 

Follow up response from applicant EFSA’s scientific 
views on the 
specific points 
raised in the 

application should 
be updated to 
address the 

commenting 
phase conducted 
on the 

comment application 

1(2) General NL: The substance does not comply with the 
provisions of article 3(4). It is a hazardous 

The application 
should be 

substance and therefore not legible for discontinued / 
authorization as a basic substance. denied. 

1(3) General NL: Although there is no section specifically 
addressing this, sodium hypochlorite is 
unstable and has a low shelf-life. A 10% 
degradation of the active substance content 
can be exceeded within a matter of weeks, 
reducing efficacy and possibly increasing 
risks. It should also be noted that for 
instance the tox section mentions exposure 
(5.13) to household bleach, but that 
concentration is much lower than the 
concentration required for the intended use. 

on Annex I. This has been done in an 
emergency situation that couldn’t have 
suited a Basic Substance file application. 
The applications are done in professional 
installations, fitting with all safety 
requirements.  

It is in the product specifications to guaranty 
a minimum active chlorine level and storage 
specifications (containers protected from 
light, humidity, between 15 and 25°C 
storage, in aerated zone and storage 
shouldn’t exceed 3 months) (cf 20200400 
DESOGERME BACTISEM LIQ specs on 
https://www.laboratoires-
aci.com/pdf/DESOGERMEBACTISEMLIQ.PDF) 
Sodium Hypochlorite providers always give a 
quality certificate of % active chlorine, 
sodium hypochlorite. It is also in habits that 
the user checks this % active chlorine just 
before application on seeds 
Many parameters have an impact on sodium 
hypochlorite efficacy like concentration, pH, 
temperature, catalysts, excess alkalinity, 
chlorine demand, and exposure time (Abdul-
Baki and Moore 1979) 

Addressed: 
This is a risk 
management 
decision. 
Addressed. 
The content is 
guaranteed by 
specification and 
proper storage 
conditions as 
indicated. 
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General 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / EFSA Proposal by Follow up response from applicant EFSA’s scientific 
Application Member views on the 
Template States/EFSA on specific points 

how the raised in the 
application should commenting 
be updated to phase conducted 
address the on the 
comment application 

1(4) Overall DK: Agree with NL comment: The substance does DK agree with NL: The applications are done in professional Addressed: 
not comply with the provisions of article The application installations, fitting with all safety This is a risk 
3(4). It is a hazardous substance and should be requirements management 
therefore not legible for authorization as a discontinued / After sodium hypochlorite use, effluents are decision. 
basic substance. denied. not released as such, but are specifically 

DK is of the opinion that the criteria in Article 23 treated to comply with effluent requirements 
(a) has not been met, as sodium (in terms of pH, Chlorine content…) 
hypochlorite according to ECHA should be 
labelled with “Danger” due to the CLP 
classification as Skin Corr. 1B (H314; causes 
severe skin burns and eye damage). 
Furthermore, sodium hypochlorite is also 
classified Aquatic Acute 1 (H400; very toxic 
to aquatic life) and EUH031 (Contact with 
acid liberates toxic gas). Please note that the 
mentioned hazard classifications are for the 
proposed basic substance with a 
concentration of approximately 12% NaClO. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

2. Identity of the substance/product as available on the market and predominant use 

2.1. Identity and Physical and chemical properties of the substance and product to be used 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

2(1) 2. Identity NL: Sodium hypochlorite is 
regulated within the scope 
of the BPR, Regulation (EU) 
528/2012. Disinfection is a 
biocidal use. This should be 
more clearly stated. 

2(2) 2.1.5, identity NL: Under the BPR (528/2012), 
chlorate is considered a 
relevant impurity. The 
content of chlorate in 
technical sodium 
hypochlorite solutions 
should be considered. 

It should also be considered that 
due to the unstable nature 
of sodium hypochlorite, 
chlorate may be formed 
over time. 

During discussions with UFS 
(French Seed Association), 
French Ministry of Agriculture 
doesn’t consider Sodium 
Hypochlorite seeds 
applications as Biocidal 
Sodium Hypochlorite was 
approved as plant protection 
product for years. 
Ref about chlorate added in 
§2 

Addressed.
 
This is a risk management
 
decision.
 

Addressed: 
A study addressing the 
knowledge of chlorate 
accumulation in the process 
water when sodium 
hypochlorite was used as a 
sanitizer was included in the 
updated submission. Methods 
for the chlorate determination 
were also included. 
It should be noted that there 
wasn’t any maximum chlorate 
level proposed. 

2(3)
 2.1.6
 NL: There is mention of limits for 
impurities, but they are not given. 
In addition to chlorate, the 
substance also contains sodium 
hydroxide. Sodium hydroxide is 

Proposed maximum contents 
for chlorate and sodium 
hydroxide are missing. 
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2.1. Identity and Physical and chemical properties of the substance and product to be used 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

also potentially used as a 
stabiliser (additive). 

2.2. Current Former and in case proposed trade names 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

2(4) NL: No comments - Noted. 

2.3. Manufacturer of the substance/products 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

2(5) NL: No comments - Noted. 
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2.4. Type of preparation 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

2(6) NL: No comments - Noted. 

2.5. Description of the recipe for the product to be used 
No. Column 1 Column 2 Column 3 Column 4 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

2(7)  2.5 NL: On the bottom of page 13, an 
incomprehensible conclusion is 
given which should be rephrased. 

2(8) 2.5 NL: Please confirm the tolerance 
mentioned as the average of the 
lower and upper limit is not equal 
to 13%. 

Sentence modified. 
Rewritten. 

Recipe Table modified 

Column 5 
EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

Addressed:
 
Point 2.5 was updated in the 

revised submission.
 
Addressed:
 
The table was updated in the 

revised submission.
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

3. Uses of the substance and its product 

3.1. Field of use 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

3(1) NL: No comments - Noted. 

3.2. Effects on harmful organisms or on plants  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

3(2) NL: No comments - Noted. 

3.3. Usefulness in the framework of plant protection 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the 
application 

Efficiency of Sodium 
the framework of 

3(3) 3.3. Usefulness in DE: There is no information Information should be provided. 
hypochlorite on Pseudomonas 

plant protection 
about the efficiency in 

tolaasii was the main claim of 
tolaasii and possible effects 
controlling Pseudomonas 

2008 inscription of active on 
on fungal crops. Annex I (cf SANCO/2988/08) 

for mushroom use. 
Szumigaj et al. (2012) and 
Golian et al. (2019) mention 
this efficacy 

Addressed: 
Information on efficiency in 
controlling Pseudomonas 
tolaasii and possible effects 
on fungal crops was provided 
in the following papers: 
Szumigaj et al 2012 
‘Effectiveness of selected 
disinfectants in the control of 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

pathogenic bacteria 
Pseudomonas tolaasii’, 
Golian et al 2019 ‘Elimination 
of infection pressure of the 
bacteria Pseudomonas 
tolaasii during the cultivation 
of pleurotus ostreatus’ and 
S Golian et al. (2019) 
‘Elimination of infection 
pressure of the bacteria 
Pseudomonas tolaasii during 
the cultivation of pleurotus 
ostreatus’ were added to the 
revised submission (see 
Laboratoires A.C.I., 2020). 

3(4) 3.3. Usefulness in DE: Parts of the provided Preferably, articles in international 
the framework of literature do not meet scientific peer-reviewed 
plant protection  scientific standards, the journals should be cited. 

validity of the information 
included is not evident. 

Please find references 
mentioning efficacy against 
many seed transmitted 
pathogens: 
PRIORITY 1 
- Brassica Xanthomonas: 
Babadoost et al 1996 
- Carrot Alternaria: Pryor et al 
1994 
- Carrot Candidatus: Fujikawa 
et al 2020 
- China Asters Fusarium: 
Elmer and McGovern 2013 
- Cucumber CGMMV: Macias 
2000 
- Lettuce Xanthomonas; 
Sahin and Miller 1997 
- Pepper Alternaria: Fiume 
1994 
- Tomato Clavibacter: 

Addressed:
 
Additional literature studies
 
were added to the revised
 
submission.
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Dhanvantari ND Brown 1993, 
Krawczyk et al 2009, Maeso 
and  Walasek 2012, Diego et 
Wilma 2015 
-  Tomato Pepino: Ling 2010 
- Tomato Pseudomonas: 
Molan et al 2010 
- Tomato Salmonella: Lewis-
Ivey et al 2014 
- Tomato Several pathogens: 
Siviero 1991 
- Wheat Tilletia: Chastain 
1991 
- Various crops and 
pathogens: Gullino et al 2012 

PRIORITY 2: 
- Cornsalad Several 
pathogens: Herforth-Rahmé 
et al 2017 
- Corn-Wheat Aspergillus: 
Sauer et Burroughs 1986 
- Lettuce Cercospora: 
Carmello et Cardoso 2018 
- Lettuce Fusarium: Garibaldi 
et al 2004 
- Pepper Aspergillus: Kikuti et 
al 2005 
- Pepper Erwinia: Hadas et al 
2001 
- Pepper Germination:  Khah 
et Passam 1992 
- Tomato Erwinia: Çetinkaya
Yıldız et Aysan 2007 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

- SeveralCrops SeveralVirus: 
Paylan et al 2014 

3(5) 3.3 usefulness in 
the framework of 

NL: Efficacy against PEPMV is 
referenced several times 

plant protection. throughout the document. A 
cautionary note: please be 
aware that PEPMV infected 
seed has quarantine status 
in Europe; it should be 
destroyed due to 
phytosanitary restrictions, 
not treated. 

This comment is not correct: 
since Dec, 15th 2019, the 
PepMV is not a quarantine 
organism anymore. This is a 
“Regulated Non-Quarantine 
Pest » (RNQP) at EU level. By 
definition (article 37 1. b of 
EU 2016/2031), RNQP can be 
transferred in order to be 
disinfected. The only 
quarantine pest on tomato 
seeds in EU is ToBRFV, which 
also can be disinfected (see 
French measures in 
AGRG2007380A of March, 
11th 2020) by several 
methods including Sodium 
hypochlorite (cf DGAL
SDQSPV-2020-237 – Annex I 
of Apr, 10th 2020). To fulfill 
these recent Regulatory 
requirements, we need 
authorizations to do so. 

Addressed.
 
The explanation by the 

applicant addressed the 

comment.
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

3.4. Summary of intended uses 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States Proposal by Member Follow up response from applicant EFSA’s scientific views on 
Application / EFSA States/EFSA on how the the specific points raised in 
Template application should be updated the commenting phase 

to address the comment conducted on the 
application 

3(6) 3.4 Summary 
of intended 
uses 

3(7) 3.4 summary 
of intended 
uses (GAP) 

DE: Crops and pests are 
described very broadly in 
the table. Results of 
provided studies on 
tomato and lettuce seeds 
may not be representative 
for all these uses. 

NL: The table of intended uses 
prominently lists control of 
Pythium spp, however 
Pythium spp. are soilborne 
pathogens, or present in 
circulation water of 
greenhouses. Disinfection 
would be expected to be 
efficacious against seed-
borne diseases, but is not 
expected to work against 
soil-borne diseases such 
as Pythium spp as a seed 
treatment.  

The other claimed uses are 
also too imprecise. 
“mushrooms other than 
pythiacea” is far too 
generic. 

Intended uses should be See previously on Plant Protection Addressed: 
narrowed down. The GAP table was updated 

in the revised submission. 

NL: Please re-evaluate the 
claimed pathogens in the 
summary of intended uses. 

Pythium remark is absolutely correct: 
Pythium is a soil-born pathogen which 
cannot be targeted with submitted 
sodium hypochlorite use 

The French Seed Catalog has only 2 
possible targets for seed applications: 
Fungi other than Pythiaceae and Fungi 
Pythiaceae. So we mentioned them - 
which other use should we apply for? 
GAP Table may be corrected if other 
name is used. 

Addressed:
 
The applicant agreed with 

the comment, however did 

not update the GAP table.
 
EFSA updated the List of 

uses (GAP) table included 

as Appendix D to this 

document.
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

3.4. Summary of intended uses 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States Proposal by Member Follow up response from applicant EFSA’s scientific views on 
Application / EFSA States/EFSA on how the the specific points raised in 
Template application should be updated the commenting phase 

to address the comment conducted on the 
application 

3(8) 3.4 summary 
of intended 
uses (GAP) 

NL: The applied dose rate for 
seed treatments is not 
clear.  Please provide 
information on how much 
treatment solution is 
needed to treat a kg. or 
tonne of seeds. 

Application of sodium hypochlorite on 
seeds is equivalent to the one 
mentioned in 2008 on ANSES document 
2007-1870 S: 
1. 0,15 L of sodium hypochlorite at 10
12% active chlorine / kg seeds is 
prepared (which is 0,6 to 1,85% active 

Addressed: 
Application of sodium 
hypochlorite on seeds is 
equivalent to the one 
mentioned in 2008 on 
ANSES document 2007
1870 S2: 

chlorine or equivalent to 2 to 6 
chlorometric degrees) 

1. 0,15 L of sodium 
hypochlorite at 10-12% 

2. Seeds are submerged into this active chlorine / kg seeds is 
solution (ratio varies from a company prepared (which is 0,6 to 
to an other but is around 5 to 10 Liters 1,85% active chlorine or 
of diluted solution / kg seeds to allow a equivalent to 2 to 6 
good mix of seeds into the solution chlorometric degrees) 
during a range of 30min duration and 
20°C) 

2. Seeds are submerged 
into this solution (ratio 

3. Seeds are rinsed (it varies from a varies from one company to 
company to another but is usually at another but is around 5 to 
least 3 times at 5 to 10 Liters of water / 10 liters of diluted solution 
kg seeds or an abundant rinse under / kg seeds to allow a good 
water flow) with clear water mix of seeds into the 
4. Seeds are dried. solution during a range of 

After these steps, chlorine is not left on 
seeds 

30min duration and 20°C) 
3. Seeds are rinsed (it 
varies from one company to 
another but is usually at 

2 Afssa – dossier n° 2007-1870 S – DESOGERME BACTISEM LIQUIDE AVIS de l'Agence française de sécurité sanitaire des aliments relatif à une demande d'autorisation de mise sur le marché de la 
préparation DESOGERME BACTISEM LIQUIDE, des laboratoires A.C.I. , Maisons-Alfort, le 19 mai 2008 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

3.4. Summary of intended uses 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States 
/ EFSA 

Proposal by Member 
States/EFSA on how the 
application should be updated 
to address the comment 

Follow up response from applicant EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the 
application 
least 3 times at 5 to 10 
liters of water / kg seeds or 
an abundant rinse under 
water flow) with clear 
water 
4. Seeds are dried. 
After these steps, chlorine 
is not left on seeds. 

It should be mentioned that 
this information was not 
included in the updated 
submission. EFSA updated 
the List of uses (GAP) table 
in Appendix D accordingly. 

EFSA agrees that the seed 
treatment is highly unlikely 
to result in residues of 
chlorate above the MRL of 
0.01 mg/kg and/or 
significantly contribute to 
the chlorate human 
exposure. 

3(9) 3.4 summary NL: For seed treatments the NL: Due to the nature of the Cf previous cell on sodium hypochlorite See comment 3(8) 
of intended GAP usually includes product there may be protocol of use 
uses (GAP) calculated rates for the argumentation on why this 

dose that ends up in the was not done, (as a part of 
field in kg/ha, based on the treatment procedure, 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

3.4. Summary of intended uses 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States 
/ EFSA 

Proposal by Member 
States/EFSA on how the 
application should be updated 
to address the comment 

Follow up response from applicant EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the 
application 

sowing densities etc. This 
information is missing. 

3(10) 3.4 summary 
of intended 
uses (GAP) 

3(11) 3.4 summary 
of intended 
uses, p. 18 

NL: Apparently the product 
was authorised as a PPP in 
the recent past. It would 
be helpful to know if the 
claimed intended uses and 
risk evaluations are in line 
with these registrations.  

EFSA: The application rate per 
treatment should also be 
completed for the seed 
treatment use, preferably 
in units used in the case 
of seed treatment 
applications: a.i./kg or 
tonne of seeds and a.i./ha 

the seeds are washed clean 
after treatment) please add 
that information in the 
remarks column for clarity. 
Some parts of the risk 
evaluation may require 
additional explanation.  

Yes, DESOGERME BACTISEM LIQUIDE 
containing sodium hypochlorite was 
authorized in France as Seed 
Disinfection on all Vegetable Seeds and 
Ornamental seeds from 2008 until 2017  
(https://ephy.anses.fr/ppp/desogerme
bactisem-liquide) 
Later, Derogations under Art. 53 were 
obtained 
Cf previous cell on sodium hypochlorite 
protocol of use 

Addressed.
 
The explanation by the 

applicant addressed the 

comment.
 

The summary of intended 
uses was not updated. 
EFSA updated the List of 
uses (GAP) table included 
as Appendix D to this 
document. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

4. Classification and labelling of the substance 

4.1. Classification of the substance  
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

4(1) DE: According to ECHA CL 
inventory sodium 
hypochlorite (CAS: 7681-52
9) is classified as Skin Corr. 
1B, H314 and Eye Dam. 1, 
H318 (CLP00/ATP13, in 
force from May 2020). 
Therefore, sodium 
hypochlorite does not meet 
the criteria of article 23 of 
Regulation (EC) No 
1107/2009. 

Applicant to include reference to ECHA CL inventory added The applicant added the 
the ECHA CL inventory. reference to the ECHA 

classification and labelling 
inventory. 

According to the harmonised 
classification and labelling 
sodium hypochlorite causes 
severe skin burn and eye 
damage. 

The content of sodium 
hypochlorite in the solution 
used as basic substance is 
higher than 10% (see 
Appendix C), therefore 
criteria for classification and 
labelling as H314 (Causes 
severe skin burns and eye 
damage) might be met 
(ECHA to confirm). 
See also 4(2). 

4(2) Classification and NL: Sodium hypochlorite is Applicant to specify which ECHA CL inventory added See 4(1) 
labelling classified with H314 (Causes classification applies to 

severe skin burns and eye sodium hypochlorite as basic 
damage) at concentration substance use (i.e. H314 
>10% which is relevant for (Causes severe skin burns 
the basic substance use 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

4.1. Classification of the substance  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

4(3) 4. Classification 
and labelling 

(11.5-15.8%). This would 
that additional labelling with 
personal protective 
equipment (P280) is 
required. As such sodium 
chlorite does not appear to 
meet the criteria of a basic 
substance. 

NL: Classification and labelling 
data is incomplete. Sodium 
hypochlorite solutions are 
generally corrosive to metals 
(H290). In the case of H314 
classified products, the UN 
C.1. test method indicates 
that such mixtures do not 
need to be tested, but are 
considered corrosive to 
metals by default (unless 
proven otherwise by a 
study). 

and eye damage) at 
concentration >10%). 

Applicant to consider adding in the Classification added Addressed: 
BSA that sodium hypochlorite Classification was added to 
solutions are generally 
corrosive to metals (H290). 

the revised application. 

4.2. Labelling of the substance 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

4(4) NL: No comments - Noted. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

5. Impact on Human and Animal Health 

5.1. Toxicokinetics and metabolism in humans 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(1) NL: no comments - Noted. 

5.2. Acute toxicity  
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(2) 5.2 Acute toxicity NL: Active chlorine released from Applicant to summarise acute During discussions with UFS Active chlorine released from 
sodium hypochlorite is toxicity of chlorine as biocide (French Seed Association), sodium hypochlorite is 
approved as a biocidal active substance in the BSA. French Ministry of Agriculture approved as a biocidal active 
active substance. The doesn’t consider Sodium substance. 
biocidal active substance Hypochlorite seeds 
assessment report provides applications as Biocidal A summary of acute toxicity 
a lot more toxicity studies on chlorine as biocide 
information than is currently is missing in the application 
provided in the basic report. 
substance evaluation report. 

On the acute toxicity the 


See also 5(13). biocidal active substance
 
evaluation list an oral and 

dermal LD50 >2000 mg/kg 
 See 4(1) regarding 
bw. In addition, it report classification and labelling for 
sever skin and eye irritation acute toxicity properties. 
studies (positive) as well as 
skin sensitisation studies 
(negative) 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

5.3. Short-term toxicity 
No. Column 1 Column 2 Column 4 Column 5 

Reference to Comments from Member States / Follow up response from EFSA’s scientific views on 
Application EFSA applicant the specific points raised in 
Template the commenting phase 

conducted on the application 

5(3) 5.3 short-term 
toxicity 

NL: The short-term toxicity is 
addressed by stating that no 
dermal contact occurs as the 
process is closed. 
Considering the intended 
use as seed treatment and 
irrigation water applied by 
watering tree we are of the 
opinion that this is not 
correct and exposure can 
occur. The short-term 
toxicity of sodium
hypochlorite should be 
addressed. It is noted that 
several studies are reported 
in the biocidal active 
substance evaluation of 
active chlorine released from 
sodium hypochlorite. 

Applicant to summarise short-term The applications are done in A summary of short-term 
toxicity of chlorine as biocide professional installations, toxicity studies on chlorine as 
active substance in the BSA. fitting with all safety biocide is missing in the 

requirements application report. 
See also 5(13). 

5.4. Genotoxicity 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(4) NL: No comments. - Noted. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

5.5. Long-term toxicity 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(5) NL: No comments. - Noted. 

5.6. Reproductive toxicity 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(6) NL: Considering that there are no 
valid reproductive toxicity 
studies available for sodium 
hypochlorite it is 
questionable if potential 
endocrine disruption 
properties are sufficiently 
addressed. 

Hamaguchi 2000 added. 
More results added: still 
controversial. 
Sodium hypochlorite is still 
used in potable water! Please 
consider revision of theses 
worldwide uses if necessary. 

Hamaguchi 2000 (see 
application report; 
Laboratoires A.C.I., 2020) 
refers to genotoxicity paper 
and not to reproductive 
toxicity studies. 

5.7. Neurotoxicity 
No. Column 1 Column 2 Column 3 Column 4 Column 4
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(7) NL: No comments. - Noted. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

5.8. Toxicity studies on metabolites    
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(8) NL: No comments. - Noted. 

5.9. Medical Data: adverse effects reported in humans 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(9) NL: No comments. - Noted. 

5.10. Additional Information related to therapeutic properties or health claims  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(10) NL: no comments. - Noted. 

5.11. Additional information related to use as food 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(11) NL: No comment - Noted. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

5.12. Acceptable daily intake, acute reference dose, acceptable operator exposure level 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference Comments from Member States / EFSA Proposal by Member Follow up response from EFSA’s scientific views on 
to States/EFSA on how the applicant the specific points raised 
Applicatio application should be updated in the commenting phase 
n to address the comment conducted on the 
Template application 

5(12) 5.12.1 NL: We do not consider the information provided 
here to be relevant to the basic substance use. 
The need for setting an ADI, ARfD and AOEL on 
the basis of the available toxicity information 
should be addressed in the assessment report. 

Applicant to address the need ADI, ARfD and AOEL Sodium hypochlorite was 
for setting an ADI, ARfD added previously used as a plant 
and AOEL on the basis of protection product. 
the available toxicity Reference values set (ADI 
information in the BSA. of 0.15 mg/kg bw per day 

and AOEL of 0.06 mg/kg 
bw per day as derived by 
EC (Directive 2008/1273)) 
are now included in the 
application report. 

5(13) EFSA: Please integrate the ECHA assessment on 
chlorine (2017), released from sodium 
hypochlorite, as biocide active substance, in the 
BSA for all endpoints and setting of reference 
values. 

https://echa.europa.eu/documents/10162/cd256d88 
-480e-3ff8-5aea-8d658d6e24a9 

Assessment on chlorine 
added 

Only reference values of 
chlorate are reported in 
the BSA. 

A summary of the 
available toxicity studies 
on chlorine, as biocide 
substance, in the BSA for 
all endpoints is missing. 

See also comments 5(2 
and 3). 

3 Commission Directive 2008/127/EC of 18 December 2008 amending Council Directive 91/414/EEC to include several active substances. OJ L 344, 20.12.2008, p. 89–111 

www.efsa.europa.eu/publications 29 EFSA Supporting publication 2020:EN-1907 

https://echa.europa.eu/documents/10162/cd256d88-480e-3ff8-5aea-8d658d6e24a9
https://echa.europa.eu/documents/10162/cd256d88-480e-3ff8-5aea-8d658d6e24a9
www.efsa.europa.eu/publications


   

 

 
 

  

 

 

  

 
  

 

 
 

 

 

 

 

  
  
  

 

 

Outcome of the consultation on the basic substance application for sodium hypochlorite 

5.12. Acceptable daily intake, acute reference dose, acceptable operator exposure level 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference Comments from Member States / EFSA Proposal by Member Follow up response from EFSA’s scientific views on 
to States/EFSA on how the applicant the specific points raised 
Applicatio application should be updated in the commenting phase 
n to address the comment conducted on the 
Template application 

5(14) EFSA: Please integrate the EFSA assessment on the EFSA Journal The applicant referred to 
contaminant perchlorate, given the potential of the EFSA assessment on 
sodium hypochlorite to degrade to perchlorate, 

2015;13(6):4135) added 
the contaminant 

in the BSA. perchlorate but not 
summarised and 
integrated the EFSA EFSA CONTAM Panel (EFSA Journal 
assessment in the 2015;13(6):4135). application report. 

5.13. Impact on human and animal health arising from exposure to the substance or impurities contained in it 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

5(15)5.13 Exposure NL: The information provided Please provide non-dietary The applications are done in Non-dietary exposure 
here does not address the exposure estimates according professional installations, estimates are missing. 
non-dietary exposure. to the representative uses. fitting with all safety 
Considering this information requirements 
is not provided no 
conclusion can be made on 
if the basic substance use is 
safe for operators/workers. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

6. Residues 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

6(1) Residues DE: It remains totally unclear, if potential residues of 
chlorate formed during or after hypochlorite 
treatment may be transported into foods. For seed 
treatment uses, the expected concentrations after 
cultivation are likely to be negligible. Contrary, for 
mushroom irrigation “From appearance of 
mushrooms on beds until mushrooms are pea size” 
is intended, which is already the beginning of the 
formation of edible parts. The direct transfer of 
chlorate into mushrooms and an accumulation in 
the mycelium is likely but was not discussed. 
For chlorate currently the default MRL of 0.01* 
mg/kg is applicable to all foods. As chlorate 
frequently exceeded this level in many 
commodities, chlorate is currently under review for 
establishing new MRLs under Reg. (EC) No 
396/2005, taking carefully into account potential 
consumer risks from chlorate residues in food. 
Quantitative data on chlorate concentrations in 
mushrooms consequent to the intended use is 
considered necessary, accompanied by a 
comprehensive dietary risk assessment. 

Reference “Gil Maria et al “ 
added 

Chlorate should be considered one 
of the residue components in food 
resulting from the use of sodium 
hypochlorite as a plant protection 
product. 
As previously assessed by EFSA 
CONTAM Panel (2015): 
“Chlorate is formed as a by-product 
when using chlorine, chlorine 
dioxide or hypochlorite for the 
disinfection of drinking water, 
water for food production and 
surfaces coming into contact with 
food.” 
“In many fruit and vegetable 
commodities chlorate levels 
exceeding the default MRL of 0.01 
mg/kg are found.” 
On basis to available exposure 
data, EFSA concluded: 
“Overall, the CONTAM Panel 
concluded that the chronic 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

dietary exposure to chlorate is 
of potential concern in particular 
for the high consumers in the 
younger age groups of the 
population with mild to moderate 
iodine deficiency. Fetuses, 
neonates and individuals with low 
iodine intake or genetically 
predisposed to develop 
hypothyroidism are likely to be 
more sensitive to the effects of 
exposure to chlorate. Individuals 
who have sufficient iodine intake 
are less likely to develop adverse 
effects at such exceedances of the 
TDI.” 

As one of the results of the EFSA 
risk assessment of chlorate in food, 
the European Commission 
established an action plan 
(https://ec.europa.eu/food/plant/pe 
sticides/chlorate_en) which among 
other points include: 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

“- Recommending good food 
hygiene practices in order to 
reduce chlorate coming from 
chlorinated disinfectants; 
- Setting MRLs for chlorate in 
regular food at levels based on 
occurrence data; 
-Maintaining the MRLs for foods 
intended to infants and young 
children at 0.01 mg/kg.” 

Therefore, a data gap is identified 
for the use of sodium hypochlorite 
as a plant protection product: 

The applicant should provide an 
assessment of the potential 
exposure of humans and animals to 
chlorate resulting from its use as 
plant protection product and an 
assessment of the contribution of 
such exposure to the overall 
consumer risk assessment 
(including other sources of 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

exposure to chlorate, see EFSA 
CONTAM Panel (2015)). 
In principle, the assessment may 
be provided on the basis of 
theoretical worst-case estimations 
and models (eg. Gadelha JR et al. 
2019). However, if as a result of 
these theoretical calculations, a 
potential quantifiable exposure or 
an increase in the overall consumer 
risk is identified, then data shall be 
generated to determine actual 
residues resulting from the 
intended use to complete the 
consumer risk assessment. 

In relation to the intended uses 
proposed in this application, EFSA 
considers that: 

- The use of sodium hypochlorite to 
rinse seeds before planting is highly 
unlikely to result in residues above 
the MRL of 0.01 mg/kg and/or 
significantly contribute to the 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

6(2) Residues DE: The provided information for residues from other 
Community legislation (biocides) is insufficient to 

Vegetable seeds are sown to 
obtain plants or vegetables that 

conclude on possible effects on human health and 
on the approval as basic substance. The cited BPC 

are consumed. These seeds are 
not for human nor animals 

assessment relates to the use of hypochlorite for 
disinfection of animal housing and vehicles used 

consumption. These seeds are 
not food related matrices 

for animal transport. Direct treatment of food 
related matrices (seeds, irrigation water) is not 
covered. Thus, derogation is not given and further 
data is necessary to support the current request 
for approval as a basic substance. 

chlorate human exposure through 
food. 

-The use on mushrooms, by 
application in irrigation water with 
a PHI of 1 day, needs to be further 
assessed with respect of potential 
residues of chlorate. The data gap 
identified above remains 
outstanding for this use (see also 
comment 6(7)). 

See 6(1). 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference
 Comments from Member States / EFSA Proposal by Follow up response from EFSA’s scientific views on the 
to Member applicant specific points raised in the 
Applicatio States/EFS commenting phase conducted on 
n A on how the application
 
Template
 the 

application 
should be 
updated to 
address the 
comment 

6(3) NL: In the example for carrots, 0.63% chlorinated 
Residues 
6. 

water is being used, however, in the ‘summary of 
intended uses’ (paragraph 3.4), 10-12% of 
available chlorine is prescribed. Please explain this 
difference, and, if necessary, redo the calculation 
on the estimated amount of chlorine left on the 
carrot seeds. 

Application of sodium See 6(1). 
hypochlorite on seeds is 
equivalent to the one mentioned 
in 2008 on ANSES document 
2007-1870 S: 
1. 0,15 L of sodium hypochlorite 
at 10-12% active chlorine / kg 
seeds is prepared (which is 0,6 
to 1,85% active chlorine or 
equivalent to 2 to 6 chlorometric 
degrees) 
2. Seeds are submerged into 
this solution (ratio varies from a 
company to an other but is 
around 5 to 10 Liters of diluted 
solution / kg seeds to allow a 
good mix of seeds into the 
solution during a range of 30min 
duration and 20°C) 
3. Seeds are rinsed (it varies 
from a company to an other but 
is usually at least 3 times at 5 to 
10 Liters of water / kg seeds or 
an abundant rinse under water 
flow) with clear water 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference
 Comments from Member States / EFSA Proposal by Follow up response from EFSA’s scientific views on the 
to Member applicant specific points raised in the 
Applicatio States/EFS commenting phase conducted on 
n A on how the application
 
Template
 the 

application 
should be 
updated to 
address the 
comment 

4. Seeds are dried.
 
After these steps, chlorine is not
 
left on seeds 

6(4) 6. NL: Please show the calculation that 1.5-6 (no added Addressed 
Residues measuring unit mentioned?) would remain. 

6(5) 6. NL: Since the irrigation treatment is a use with a short See answer in previous cell. See 6(1). 
Residues PHI of only 1 day, more calculation/argumentation Vegetable seeds are not food 

is required why such a treatment would not lead to related matrices 
relevant residues on the final food product. 

6(6) 6. 
Residues 

6(7)
 

NL: Residues of chlorate should be addressed as 
chlorate is a much more stable compound than 
sodium hypochlorite and a hazardous breakdown 
product for which an MRL is to be set. 

See also: 
https://ec.europa.eu/food/plant/pesticides/chlorate_e 

n 
EFSA: The eventual formation of chlorate in the edible 

parts of mushrooms as a result of the intended use 
needs to be investigated. If the formation of 
chlorate in edible parts of mushrooms cannot be 
ruled out by appropriate evidences, levels of 
chlorate in mushrooms will need to be determined 
by the appropriate residue trials in order to 
establish a MRL and to perform the corresponding 

added See 6(1). 

See answer in previous cell. See 6(1). 
Vegetable seeds are not food 
related matrices 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

Residues 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference 
to 
Applicatio 
n 
Template 

Comments from Member States / EFSA Proposal by 
Member 
States/EFS 
A on how 
the 
application 
should be 

Follow up response from 
applicant 

EFSA’s scientific views on the 
specific points raised in the 
commenting phase conducted on 
the application 

updated to 
address the 
comment 

consumer risk assessment. This is especially 
relevant considering the short PHI proposed (1d) 
but would need to be addressed also for longer 
PHI, as long as edible parts are intended to be 
directly exposed to the hypochlorite solution. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

7. Fate and behaviour in the environment 

7.1 Fate and Behaviour in the environment 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

7(1) NL: The ECHA references are modified Addressed 
mentioned but these contain 
uses full data for the 
assessment. However, these 
are not reported, such as 
endpoint for soil, sewer and 
water 

7(2) NL: please clarify which appendix modified Addressed 
is mentioned in the text. Is 
this from the Danish report? 

7(3) NL: agrees that usage as seed See previous answers on If, as stated above in the 
treatment is different from residues section on residues, it was 
spraying but emission to soil included in the directions for 
should be assessed since use in any approval 
seeds are planted in soil documentation prepared by 

the Commission that 
‘Seeds are rinsed (it varies 
from a company to another 
but is usually at least 3 times 
with 5 to 10 Litres of water / 
kg seeds or an abundant rinse 
under water flow) with clear 
water. Seeds are dried. 
After these steps, chlorine is 
not left on seeds.’ 
then soil exposure at the time 
of planting seeds might be 
accepted as negligible. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

7.1 Fate and Behaviour in the environment 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 
Consequently, water 
exposure would also be 
negligible following planting 
of the washed seeds. 
It seems necessary that the 
approval documentation 
would specify the above 
detail regarding rinsing as 
part of the good agricultural / 
horticultural practice (GAP), 
should it be decided that 
these uses as a seed 
treatment be approved. Note 
the List of uses (GAP) table in 
Appendix D of this report has 
had this information added. 
The applicant had not 
updated the application 
documentation provided to 
EFSA in this respect. 

7.2 Estimation of the short and long-term exposure of relevant environmental media (soil, groundwater, surface water) 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

7(4) NL: the usage in soil and See previous answers on See column 5 entry at 
leaching is not assessed in residues comment 7(3). 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

7.2 Estimation of the short and long-term exposure of relevant environmental media (soil, groundwater, surface water) 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 
this basic substance dossier. 
Seeds are planted in soil 
therefore this should be 
assessed. 

7(5) NL: doesn’t agree that no See previous answers on See column 5 entry at 
dissemination in the residues comment 7(3). 
environment occurs via seed 
treatment 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8. Effects on non-target species 

8.1. Effects on terrestrial vertebrates 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(1) 8.1.1 Birds 

8(2) 8.1.2 Mammals 

DE: Even if the intended uses are 
for seed treatment, the 
seeds can be attractive as 
feed for birds. Possible 
effects of sodium 
hypochlorite on non-target 
terrestrial vertebrates should 
be described in the 
application. 

EFSA: Agrees with MS on need 
for additional information 
regarding possible effects of 
sodium hypochlorite on non-
target terrestrial vertebrates 
(birds) via treated seeds. 

DE: Even if the intended uses are 
for seed treatment, the 
seeds can be attractive as 
feed for mammals. Possible 
effects of sodium 
hypochlorite on non-target 
terrestrial vertebrates should 
be described in the 
application. 

EFSA: Agrees with MS on need 
for additional information 
regarding possible effects of 
sodium hypochlorite on non-

EFSA: Further detail explanation of 
seed treatment and possible 
effects on non-target species 
supported by literature review 
or survey. 

EFSA: Further detail explanation of 
seed treatment and possible 
effects on non-target species 
supported by literature review 
or survey. 

See previous answers on 
residues and modified text 

Modified and added 
references : CERB 1985, 
OSTERBERG 1977, 
INDUSTRIAL BIO TEST 1970 

If seeds are sufficiently rinsed 
before sowing, then exposure 
and hence risk to birds and 
wild mammals is expected to 
be low i.e. ‘seeds are rinsed 
at least 3 times with 5 to 10 
litres of water / kg seeds or 
an abundant rinse under 
water flow with clean water. 
Seeds are dried’. 

Furthermore, a low risk can 
be concluded for the intended 
use to mushrooms made 
indoors. 
Refer to 8(1). 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.1. Effects on terrestrial vertebrates 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 
target terrestrial vertebrates 
(mammals) via treated 
seeds. 

8(3) 8.1 NL: Sodium hypochloride was 
approved as PPP until 
August 2019. The 
representative use was I on 
mushrooms, as a bactericide 
against bacterial blotch. The 
current application for 
sodium hypochloride as a 
basic substance does 
include also applications I 
on mushrooms and as well 
applications on seeds for 
vegetable production and 
horticulture production I and 
F.  NL agrees that there is 
no exposure to birds and 
mammals from I 
applications. However, 
regarding the F application, 
exposure of birds and 
mammals can occur through 
the consumption of treated 
seeds and seedlings. Risk 
assessment for treated 
seeds is always conducted 
according to EFSA Journal 
2009;7(12):1438. 

EFSA: Further detail explanation of 
seed treatment and possible 
effects on non-target species 
supported by literature review 
or survey. 

In the Overall conclusion 
 Refer to 8(1).
 
from the draft assessment 
report in the context of 
Directive 91/414/EEC of 
2008, the recommendations 
by the rapporteur Member 
State and the result of the 
examination in accordance 
with the provisions of Article 
24a of Regulation 2229/2004 
is that there are clear 
indications that it may be 
expected that sodium 
hypochlorite does not have 
any harmful effects on human 
or animal health or on 
groundwater or any 
unacceptable influence on the 
environment, as set out in 
Annex VI of regulation (EC) 
2229/2004 as last amended 
by Regulation (EC) 
1095/2007 (cf 2008 SANCO
2988-08) 

See also previous answers on 
residues. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.1. Effects on terrestrial vertebrates 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 
Furthermore, according to 
Article 23 of EC 1107/2009, 
paragraph 2 “by the way of 
derogation from Article 4, a 
basic substance shall be 
approved where any 
relevant evaluations, carried 
out in accordance with other 
Community legislation 
regulating the use of that 
substance for purposes 
other than for a plant 
protection product, show 
that the substance has 
neither an immediate or 
delayed harmful effect on 
human or animal health nor 
an unacceptable effect on 
the environment”. NL is of 
opinion that the 
unacceptable effects on 
birds and mammals after 
consumption of treated 
seeds and seedlings has not 
been demonstrated. 

EFSA: Although applicant stated 
”Seed treatments considered 
before sewing. No spray, no 
systemic properties of the 
substance” we agree with 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.1. Effects on terrestrial vertebrates 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

MS that since new GAPs 
have been proposed 
additional info on toxicity to 
birds and mammals has to 
be provided. 

8.2. Effects on aquatic organisms 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(4) 8.2 NL: Please refer to the fate EFSA: Further detail explanation of See also previous answers on The surface water exposure 
section regarding the seed treatment and possible residues. assessment concludes 
exposure of the surface effects on non-target species negligible exposure to surface 
water. Unacceptable effects supported by literature review water assuming that seeds 
on aquatic organisms from F or survey. are sufficiently rinsed before 
applications have not been sowing i.e. ‘seeds are rinsed 
demonstrated. Furthermore, at least 3 times with 5 to 10 
according to EFSA Journal litres of water / kg seeds or 
2012;10(7)2796 “exposure an abundant rinse under 
of aquatic environment to water flow with clean water. 
hypochlorite and its reaction Seeds are dried’. 
products to be avoided in Consequently, a low risk to 
the absence of further aquatic organisms is 
information”. Furthermore, concluded. 
under paragraph 7 of the 
EFSA Journal Furthermore, a low risk can 
2012;10(7)2796 it is be concluded for the intended 
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8.2. Effects on aquatic organisms 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

mentioned that “Suitable use to mushrooms made 
aquatic toxicity data for fish, indoors as negligible 
aquatic invertebrates and exposure to surface water is 
algae from both sodium expected. 
hypochlorite and its 
transformation products 
(relevant for all 
representative uses 
evaluated; submission date 
proposed by the notifier: 
unknown; see section 5)“. 
These were part of the list 
of studies to be generated. 

EFSA: Although applicant stated 
”Seed treatments considered 
before sewing. No spray, no 
systemic properties of the 
substance” we agree with 
MS that since new GAPs 
have been proposed 
additional info on toxicity to 
aquatic organisms has to be 
provided. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.3. Effects on bees and other arthropods species  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States 
/ EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

8.3 Effects on bees 8(5) 

8.38(6) 

DE: According to the use as 
antibacterial/fungicidal seed 
dressing, harmful effects on 
honey bees are regarded as 
unlikely. 
No literature was referred 
in the Dossier. 
EFSA: Agrees with MS that 
since new GAPs have been 
proposed additional info on 
toxicity to bees has to be 
provided. 

NL: For F applications, exposure 
of bees via dust drift 
should be addressed. 

EFSA: Although applicant stated 
”Seed treatments 
considered before sewing. 
No spray, no systemic 
properties of the 
substance” we agree with 
MS that since new GAPs 
have been proposed 
additional info on toxicity to 
bees has to be provided. 

DE: None. 
EFSA: Further detail explanation of 

seed treatment and possible 
effects on non-target species 
supported by literature review 
or survey. 

EFSA: Further detail explanation of 
seed treatment and possible 
effects on non-target species 
supported by literature review 
or survey. 

See also previous answers on 
residues 
There is not link between 
sodium hypochlorite used 
diluted on seeds that are 
rinsed and flowers produced 
by plants obtained from 
these seeds 

If seeds are sufficiently rinsed 
before sowing, then exposure 
and hence risk to bees is 
expected to be low i.e. ‘seeds 
are rinsed at least 3 times 
with 5 to 10 litres of water / 
kg seeds or an abundant 
rinse under water flow with 
clean water. Seeds are dried’. 

Furthermore, a low risk can 
be concluded for the 
intended use to mushrooms 
made indoors. 

See previous answer on bees Refer to 8(5). 

NL: exposure of soil arthropods 8(7) EFSA: Further detail explanation of See previous answer on If seeds are sufficiently rinsed 
cannot be excluded (see seed treatment and possible residues before sowing, then exposure 
fate section regarding the effects on non-target species and hence risk to soil 
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8.3. Effects on bees and other arthropods species  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States 
/ EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

soil exposure). The absence supported by literature review dwelling arthropods is 
of unacceptable effects on or survey. expected to be low i.e. ‘seeds 
soil arthropods after are rinsed at least 3 times 
planting the seeds should with 5 to 10 litres of water / 
be demonstrated. kg seeds or an abundant 

EFSA: Although applicant stated rinse under water flow with 
”Seed treatments clean water. Seeds are dried’. 
considered before sewing. 
No spray, no systemic 
properties of the 
substance” we agree with 
MS that since new GAPs 

Furthermore, a low risk can 
be concluded for the 
intended use to mushrooms 
made indoors. 

have been proposed 
additional info on toxicity to 
soil arthropods has to be 
provided. 

8.4. Effects on earthworms and other soil macroorganisms  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(8) 8.4 Effects on DE: Not only spraying but also EFSA: Further detail explanation of See previous answer on The soil exposure assessment 
earthworms and seed treatment can have seed treatment and possible residues concludes negligible exposure 
other soil effects on earthworms and effects on non-target species to soil assuming that seeds 
macroorganisms other soil macro-organisms. supported by literature review are sufficiently rinsed before 

This should be discussed in or survey. sowing i.e. ‘seeds are rinsed 
the application. at least 3 times with 5 to 10 
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8.4. Effects on earthworms and other soil macroorganisms  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 

Template updated to address the comment the commenting phase 
conducted on the application 

EFSA: Although applicant stated 
”Seed treatments considered 

litres of water / kg seeds or 
an abundant rinse under 

before sewing. No spray, no 
systemic properties of the 
substance” we agree with 
MS that since new GAPs 

water flow with clean water. 
Seeds are dried’. 
Consequently, a low risk to 
soil organisms is concluded. 

have been proposed 
additional info on toxicity to 
earthworms and other soil 

Furthermore, a low risk can 
be concluded for the intended 

macroorganisms has to be use to mushrooms made 
provided. indoors as negligible 

exposure is expected. 
8(9) 8.4 NL: exposure of earthworms and EFSA: Further detail explanation of See previous answer on Refer to 8(8). 

soil arthropods cannot be seed treatment and possible residues 
excluded (see fate section effects on non-target species 
regarding the soil exposure). supported by literature review 
The absence of or survey. 
unacceptable effects on 
earthworms and soil 
arthropods after planting the 
seeds should be 
demonstrated. 

EFSA: Agrees with MS. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.5. Effects on soil microorganisms 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(10)8.5 NL: exposure of soil 
microorganisms cannot be 
excluded (see fate section 
regarding the soil exposure). 
The absence of 
unacceptable effects on soil 
microorganisms after 
planting the seeds should be 
demonstrated. 

EFSA: Agrees with MS. 

EFSA: Further detail explanation of See previous answer on 
seed treatment and possible residues + “7 Fate and 
effects on non-target species behaviour in the 
supported by literature review environment” 
or survey. 

The soil exposure assessment 
concludes negligible exposure 
to soil assuming that seeds 
are sufficiently rinsed before 
sowing i.e. ‘seeds are rinsed 
at least 3 times with 5 to 10 
litres of water / kg seeds or 
an abundant rinse under 
water flow with clean water. 
Seeds are dried’. 
Consequently, a low risk to 
soil organisms is concluded. 

Furthermore, a low risk can 
be concluded for the intended 
use to mushrooms made 
indoors as negligible 
exposure is expected. 

8.6. Effects on other non-target organisms (flora and fauna) 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(11) NL: No comments EFSA: Further detail explanation of See previous answer on For the intended uses a low 
seed treatment and possible residues risk to non-target terrestrial 
effects on non-target species plants is concluded. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

8.6. Effects on other non-target organisms (flora and fauna) 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

supported by literature review 
or survey. 

8.7. Effects on biological methods of sewage treatment 
No. Column 1 Column 2 Column 3 Column 4 Column 5
 

Reference to 
 Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

8(12)8.7 NL: The survey from Danish EPA 
is mentioned. The results of 
this survey should be 
included in this section. 

EFSA: Applicant states that 
“regarding uses as irrigation 
water on mushroom 
production the confined use 
is comparable to 
greenhouses (mushroom 
farms) is a guarantee of 
limiting environmental 
spreads”. We require 
additional information on 
this. 

This sentence refers to the 
authorisation of sodium 
hypochlorite on mushrooms 
in the SANCO-2988-08 
document. 

The reference was added. 

Exposure to organisms 
involved in sewage treatment 
cannot be excluded. Such 
exposure is considered to be 
comparable to other non-
plant protection uses of 
sodium hypochlorite. 
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Outcome of the consultation on the basic substance application for sodium hypochlorite 

9. Overall conclusions with respect of eligibility of the substance to be approved as basic substance 

Overall conclusions with respect of eligibility of the substance to be approved as basic substance 
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to Comments from Member States / Proposal by Member States/EFSA Follow up response from EFSA’s scientific views on 
Application EFSA on how the application should be applicant the specific points raised in 
Template updated to address the comment the commenting phase 

conducted on the application 

9(1) Eligibility of DE: It is not agreed to approve Sodium hypochlorite is not This is a risk management 
sodium sodium hypochlorite as basic anymore approved. decision. 
hypochlorite to be substance. According to This common substance 
approved as basic 
substance 

ECHA CL inventory sodium 
hypochlorite (CAS: 7681-52
9) is classified as Skin Corr. 

cannot be approved as PPP 
since it is fully affordable 
from the market. However, 

1B, H314 and Eye Dam. 1, 
H318 (CLP00/ATP13, in 
force from May 2020). 

legal approval for seed 
treatment is necessary. 

Furthermore, sodium 
hypochlorite was already 
used in the past as plant 
protecting product. 
Therefore, sodium 
hypochlorite does not meet 
the criteria of article 23 of 
Regulation (EC) No 
1107/2009. 

9(2) NL: No comments - Noted. 
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10. Other comments  

Other comments  
No. Column 1 Column 2 Column 3 Column 4 Column 5 

Reference to 
Application 
Template 

Comments from Member States / 
EFSA 

Proposal by Member States/EFSA 
on how the application should be 
updated to address the comment 

Follow up response from 
applicant 

EFSA’s scientific views on 
the specific points raised in 
the commenting phase 
conducted on the application 

10(1) NL: No comments - Noted. 
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Appendix B – Used compound codes 
Code/trivial name Chemical name/SMILES notation Structural formula 

sodium hypochlorite 
sodium hypochlorite [Na+].[O-]Cl 

SUKJFIGYRHOWBL- UHFFFAOYSA-N 

chlorate 
chlorate [O-]Cl(=O)=O 

XTEGARKTQYYJKE-UHFFFAOYSA-N 

Na
+Cl O

-

O 
-

O Cl 

O 
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Appendix C – Identity and biological properties 
Common name (ISO) 

Chemical name (IUPAC) 

Chemical name (CA) 

Common names 

CAS No 

CIPAC No and EEC No 

FAO specification 

Minimum purity 

Relevant impurities 

Molar mass and structural formula 

Mode of Use 

Preparation to be used 

Function of plant protection 

sodium hypochloride (not ISO) 

sodium hypochloride 

sodium hypochloride 

Bleach, Hypo, liquid chlorine, etc. 

7681-52-9 

231-668-3 (EC)
 
848 (CIPAC)
 

none
 

122 g/L to 151 g/L NaClO
 
(105 g/kg -126 g/kg)
 

(10 to 12% expressed as chlorine)
 
chlorate and sodium hydroxide (their maximum
 

content open)
 

74.44 g/mol; NaClO 

by irrigation; seed treatment 

Soluble concentrate (SL) 
Solution for seed treatment (LS) 

bactericide, fungicide, viricide 
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Appendix D – List of uses 

Crop 
and/or 

situation 
(a) 

Member 
State 

or 
Country 

Example 
product 
name 

as 
available 

on the 
market 

F 
G 
I 

(b) 

Pests or 

group of 
pests 

controlled 
(c) 

Formulation Application Application rate per 
treatment 

Total 
rate 

PHI 
(days) 

(m) 

Remarks 
Type 
(d-f) 

Conc 
of a.i. 
g/kg 
(i) 

Method 
kind 
(f-h) 

Growth 
stage 
and 

season 
(j) 

Number 
min 
max 
(k) 

Interval 
between 

applications 
(min) 

kg 
a.i./hl 
min 
max 

(g/hl) 

Water 
l/ha 
min 
max 

kg 
a.i./ha 
min 
max 

(kg/ha) 
(l) 

kg 
a.i./ha 
min 
max 

(g/ha) 
(l) 

A 40 
applications 

Mushrooms 

EU 
All 

M.S. 

Sodium 
hypo-

chlorite 

I 

Bacterial 
blotch 

caused by 
Pseudomonas 

tolaasii 

Soluble 
concentrate 

(SL) 
122 g/L 

to 
151 g/L 
NaClO 
(105 
126 

g/kg; 
10 
12% 

In 
irrigation 

water 
applied 

by 
watering 

tree 

From 
appearance 

of 
mushrooms 

on beds 
until 

mushrooms 
are pea 

size 

max 
40A 1 day 

3150 
g/hl 

NaClO 
10000 

315 
kg/ha 
NaClO 

not 
relevant 

not 
in 

field. 
Limited 
surface 

in 
cave 

1B 

per year 
(assuming 

10 
cultivation 
cycles per 

year and 3-4 
applications 
per cycle) 

B A PHI of 1 
day was 
proposed 

by the 
notifier. 

However, in 
practice the 
PHI will be 

longer. 

Horticulture 
Production 
(Vegetable 
Production, 
Ornamental 
Production) 

and 
Arable 
Crops 

Production 

F, 
G, 
I 

fungi 
other than 
Pythiaceae, 
Seedlings 
diseases 

fungi 
other than 
pythiaceae, 

Virus 

Solution 
for seed 

treatment 
(LS) 

available 
chlorine) 

Seed 
treatment Seeds 1 - -

5-10 
L/kg 
seeds 

0,15 kg/kg 
seeds - Not 

relevant 

Seeds are 
rinsed at 

least 3 times 
with 5 to 10 

Litres of 
water / kg 
seeds or an 
abundant 

rinse under 
water flow 
with clean 

water. 
Seeds are 

dried. 
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(a)	 For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the 
use situation should be described (e.g. fumigation of a structure) 

(b)	 Outdoor or field use (F), greenhouse application (G) or indoor application (I) 
(c)	 e.g. pests as biting and suckling insects, soil born insects, foliar fungi, weeds or plant elicitor 
(d)	 e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) etc.. 
(e)	 GCPF Codes – GIFAP Technical Monograph N° 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 plant – type of 

equipment used must be indicated 

(i)	 g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) 
(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)	 Indicate the minimum and maximum number of application possible under practical conditions of 

use 
(l)	 The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha 

instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha 
(m) PHI - minimum pre-harvest interval 
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