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LOOKING FORWARD TO 2021 – REGULATORY NEWS 

Dear Subscribers, 

Welcome to the winter edition of the SCC Newsletter for 

2020. 

These are extraordinary, challenging times for all of us. So 

far, we are grateful at SCC we can continue to provide 

support and advice to all our clients, irrespective of whether 

we work in the office or from home. Well-developed 

communication equipment and a restrictive and user-

friendly hygiene concept in the company enable us to serve 

you as you are accustomed from us. 

In this issue, you will find features on agrochemical topics 

(such as efficacy and adjuvant registration), biocides (K-

BPR), chemical regulations (e.g. registration updates under 

REACH) and regulatory science (FOCUS degradation 

kinetics guidance). 

As you might have noticed on our website, we have 

optimised and enlarged our business services (EU services, 

International services) and provide regulatory guidance for 

agrochemicals & biorationals, efficacy and chemicals. 

We also founded SCC UK in July 2020 to guarantee flexible 

and unremitting support on short notice, regardless of the 

Brexit outcome. While the transition period is coming to 

an end, there is still no substantial progress in negotiations 

for a trade deal with the most crucial question remaining 

unclear: Deal or no deal? 

 

 

 

 

 

 

 

In the fast-moving world of regulation, SCC is committed 

to keeping its customers on course for success. We 

provide high-quality consulting services for your scientific 

and regulatory needs. Our expertise extends to exposure 

modelling and risk assessment and covers a broad range of 

areas, such as agrochemicals and bio-pesticides, biocides, 

chemicals, cosmetics, consumer products, feed and food 

additives, food contact materials, medical devices, GLP 

archiving solutions, and task force management. 

We would love to hear what you think about the SCC 

newsletter, so please do not hesitate to share your 

feedback and comments with us. 

Simply send an email to newsletter@scc-gmbh.de. 

Finally, all of us here at SCC would like to wish you a joyful 

festive period despite the COVID-19 situation worldwide. 

Stay healthy and safe! 

 

 

 

 

 

Dr Friedbert Pistel 
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AGROCHEMICALS 

 
 

Efficacy and product performance – subject of 

change 

With respect to the often time- and cost consuming 

efficacy data requirements for plant protection product 

authorisations, publication of EPPO standard PP1/296(1) 

on the “Principles of efficacy evaluation for low-risk 

plant protection products” in 2017 was one of the very 

few interesting regulatory innovations in the last 

decades. But now, EU’s Green Deal and the related Farm 

to Fork (F2F) strategy have the potential for significant 

changes in regards to efficacy and product performance. 

Devised as “roadmap for making the EU's economy 

sustainable by turning climate and environmental 

challenges into opportunities across all policy areas” (EU 

COM 11 December 2019), EU’s Green Deal has an 

outstanding importance for agriculture. Considering the 

nature and objectives of the F2F concept there are many 

opportunities, especially in regards to synergies 

between the regulatory approval and authorisation 

process on the one hand as well as sales and marketing 

of plant protection products on the other hand. As a 

direct link between these issues, efficacy and 

performance of plant protection products will play a key 

role and gain in importance due to the requirements 

listed in the F2F strategy. One example in this regard is 

the mandatory implementation of the Leaf Wall Area 

(LWA) concept in the European Central Zone which aims 

at reducing unnecessary pesticide outputs in high 

growing crops. Further opportunities but also challenges 

arise from the stricter implementation of integrated 

production (IP) and integrated pest management (IPM) 

principles, considering the whole cornucopia of 

possibilities to achieve a sustainable agriculture. This 

comprises classical topics such as crop rotation, 

mechanical, physical, biological and chemical measures, 

supplemented by precision and digital farming, etc., and 

of course it includes also new technical and scientific 

developments on a broad range of fields, such as 

 

development of new formulation and related application 

types to reduce dose rates to be applied or innovative 

active substance categories such as elicitors or plant 

activators.  

While compatibility with IPM was in the past only worth 

a sub head in PPP dossiers, the subject will gain more 

and more attention, especially for chemical pesticides. 

Where up to now the simple proof of effectiveness was 

enough as “raison d'être” for a chemical pesticide, 

proven compatibility and contribution to an IPM 

strategy may in future make the difference, whether 

authorities (re-)authorize or (re-)register a chemical 

product or not, and – with regards to sales – whether 

farmers perpetuate to consider a specific chemical PPP 

in their application schedule or not.  

More than ever, the mandatory official assessment of 

product performance and efficacy in the EU will 

guarantee farmers the product effectiveness, safety, and 

economic benefits due to its application. As such, 

product performance and efficacy is the direct linkage 

between agricultural practise, marketing and sales of 

plant protection products, biostimulants, fertilisers and 

adjuvants and their registration – for which F2F can be a 

challenge but also an opportunity. 

For more information on SCCs independent handling of 

efficacy and product performance testing and 

assessment please visit our website as well as our 

regulatory guidance on “efficacy in a nutshell”. 

 

Efficacy testing – new EPPO standard for plant 

defence inducers (PDIs) 

EPPO has published a new standard (PP1/319 (1) on the 

general principles for efficacy evaluation of plant 

protection products with a mode of action as plant 

defence inducer (PDI). The standard does not cover 

plant biostimulants as defined by the EU Fertiliser 

Regulation 2019/1009 laying down the rules on the 

making available on the market of EU fertilising 

products. The new European Fertilizer Regulation 

including biostimulants entered into force in July 2019 

and is scheduled to fully apply from July 2022 onwards. 

Thus, PDI substances are considered to be plant 

protection products and Regulation 1107/2009 applies. 

https://www.scc-gmbh.de/news/regulatory-guidance/regulatory-guidance-efficacy
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The standard defines PDIs as follows: “Plant defence 

inducers (PDIs, also known as plant defence elicitors) 

include any substance (products of synthetic or natural 

origin or micro-organisms) which, when applied to a 

plant, can induce a state of local and/or systemic 

resistance against biotic stress. PDIs are perceived by 

plants as a signal of danger and do not target the pest 

directly. They act to develop or implement different 

defence mechanisms, leading to increased plant 

resistance to pests”.  

Demonstration of efficacy for PDIs should be based on: 

• Preliminary studies especially targeting the Mode 

of Action (MoA) 

The Standard highlights the importance to evaluate 

and demonstrate the specific Mode, or Modes, of 

Action by preliminary studies. Based on the product 

characteristics the Standard suggest several methods 

such as transcriptional analyses, protein analyses or 

metabolic analyses to describe the activating or 

priming defence mechanisms triggered by the 

specific product. 

In addition, in the scope of preliminary studies the 

standard requires demonstration of the absence of 

significant direct effects on the pest species to be 

controlled. For such tests in vitro testing on solid or 

liquid media is required. 

• Efficacy trials demonstrating the level of efficacy of 

the PDI  

The Standard does not replace any of the already 

available, relevant general EPPO standards but 

explicitly refers to standards such as PP 1/181, PP 

1/226, PP 1/152 or PP 1/225 for general layout and 

design of efficacy trials. This is also due for low risk 

products for which the Standard refers to EPPO 

Standard PP 1/296 on the principles of efficacy 

evaluation for low risk plant protection products, in 

particular in regards to information on the required 

number of trials. Similar in the case of three-

dimensional crops for which EPPO Standard PP 

1/239 on dose expression for plant protection 

products has to be used.  

Due to the Mode(s) of Action of PDIs, the Standard 

highlights the importance of application timing and 

application frequency, the possible delay in plant 

response, the physiological state of the crop and the 

persistence of action of the product and its potential 

cumulative effect to be considered in study design and 

layout.  

Special considerations are required by the Standard in 

case of tank mixtures or if the product is to be used as a 

component of an Integrated Pest Management (IPM) 

strategy. In case specific label claims are added in these 

regards, evidence from specific efficacy trials have to be 

provided and the level of efficacy of the PDI as a 

component in an IPM programme or tank mixture 

application scheme has to be shown. This is especially 

due in case of an intended reduction in the dosage or 

the number of applications of conventional products. 

For more information on related topics (such as IPM, 

low risk product efficacy and product performance, etc.) 

please refer to our website:  

- Guidance in a nutshell: Efficacy and product 

performance  

- Efficacy and Product Performance  

 

 

Adjuvant Registration  

Adjuvants are products such as wetting agents, stickers 

and anti-foaming agents which are added and mixed 

with a plant protection product (PPP) to improve the 

efficacy of a PPP, to allow better adherence of products 

for seed treatment or to prevent excessive foam 

formation. 

Before an adjuvant can be placed on the market an 

authorisation is required. In general, adjuvants fall 

within the scope of the Regulation 1107/2009 (the Plant 

Protection Products Regulation. Detailed rules for the 

authorisation of adjuvants, including data requirements, 

notification, evaluation, assessment, and decision 

making procedures are foreseen in Art. 58(2) of the 

Regulation but still have not been finalised on EU level. 

For example, Annex III of Reg. (EC) No 1107/2009 

includes a list of co-formulants which are not accepted 

for inclusion in plant protection products, including 

adjuvants, as referred to in Article 27. Currently this list 

does not include any entries. Due to the lack of 

harmonised rules at EU level, adjuvant registration is 

currently handled nationally on Member State level 

according to national plant protection laws. 

https://www.scc-gmbh.de/news/regulatory-guidance/regulatory-guidance-efficacy
https://www.scc-gmbh.de/news/regulatory-guidance/regulatory-guidance-efficacy
https://www.scc-gmbh.de/eu-services/agrochemicals-biorationals/efficacy
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Data requirements and procedures in the Member 

States differ significantly. In Austria for example no 

registration procedure for adjuvants exists. The placing 

on the market of an adjuvant and its correct 

classification and labelling is solely in the responsibility 

of the manufacturer. In other Member States such as 

Germany or the Netherlands a notification/registration 

procedure exists and information on function, 

composition, intended use and area of use of the 

adjuvant needs to be provided as well as a draft label 

and safety data sheets of the product and its co-

formulants. In other countries as for example Belgium or 

Hungary data requirements are much stricter and 

already more or less mirror the data requirements for 

PPP registration according to Regulation 1107/2009 and 

require data from all sections in dRR-format. However, 

especially for biological products, data requirements 

often can be addressed by scientific justifications and 

literature in spite of studies. 

SCC GmbH can provide scientific and regulatory support 

for national adjuvant registration, starting with a 

feasibility check or a data gap analysis for your product 

to develop a registration strategy following up with 

preparation of final application documents, submission 

to authority and defence of the application. 

 

Metabolites of Microbial Biocontrol Agents 

(MBCAs) – Guidance on risk assessment 

published 

For more than 2 decades the definition, handling, and 

risk assessment of metabolites of MBCAs – also referred 

as ’relevant metabolites’ or ‘secondary metabolites’               

– is a very controversial subject. Core issues are the 

unsuited, non-factual definitions and the resulting non-

fitting data requirements for microbial metabolites (for 

more information on this topic please refer for example 

to Scheepmaker et al. 2019 or Huber et al. 2020 (SCC 

Current News of 26 August 2020). 

Now, European Commission published its guidance 

working document on the risk assessment of 

metabolites produced by microorganisms used as plant 

protection active substances (SANCO/2020/12258). This 

guidance document ‘addresses metabolites present in 

the active substance and the plant protection product 

and also those produced by the microorganism after 

application (in situ production)’.  

Fortunately, for the first time the Commission working 

document acknowledges that ‘chemical and microbial 

metabolites are equivalent in name only. Therefore, 

data requirements concerning metabolites of chemical 

plant protection products would not be applicable to 

microbial plant protection products’. Unfortunately, the 

procedure outlined for risk assessment in the guidance 

document is based on a strong regulatory but still less 

scientifically oriented approach. Major aim is to 

determine whether the microorganism is producing a 

metabolite of concern, defined as ‘a metabolite 

produced by the strain under assessment, with known 

toxicity or antimicrobial activity for which an acceptable 

risk shall be demonstrated via a quantitative risk 

assessment’. A stepwise procedure is foreseen: 

• Stage 1: Determining the assessment type 

• Stage 2: Collecting a basic set of information on 

metabolites, resulting in a list of metabolites of 

potential concern 

• Stage 3: Determining which of the identified 

metabolites are of concern, resulting in a list of 

metabolites of concern 

• Stage 4: The risk assessment for metabolites of 

concern. 

On the one hand, the guidance fortunately  already 

includes some scientifically based justifications for 

waiving of respective risk assessments as for example in 

the case of viruses for which no further assessment is 

needed as ‘according to the current scientific knowledge 

no indication exists that viruses produce metabolites of 

potential concern’. On the other hand there are several 

points on which the guidance is less helpful. For 

example, the natural occurrence and exposure is only 

partially considered and besides genome sequence data, 

i.e. proof of absence of genes involved in biosynthesis of 

a metabolite is the only criterion to exclude a respective 

stepwise risk assessment. Partially this is attributed to a 

lack of available scientific data and thus the guidance 

highlights – or admits - that ‘the present guidance 

document may be further developed to comply with 

evolution of science and increasing experience of the EU 

risk assessors and managers. Firstly, knowledge of 

microorganisms and microbial metabolites is expected 

to develop, resulting in the need to reflect such 

evolution in this document. New scientific and technical 
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approaches supporting the risk assessment of 

metabolites would need to be incorporated. Moreover, 

the actual use of microbial plant protection products, 

and the number of applications concerning microbial 

active substances are increasing the experience of the 

EU risk assessors and managers which may trigger a 

revision of the guidance document’. 

The present working document has been finalised in the 

Standing Committee on Plants, Animals, Food and Feed 

on 23/10/2020. It will apply to applications submitted 

from 01/11/2021 onwards. 

References 

Scheepmaker, J.W.A.,Busschers, M.,Sundh, I., Eilenberg, J. 

& T.M. Butt (2019): Sense and non-sense of the secondary 

metabolites data requirements in the EU for beneficial 

microbial control agents.- Biological Control 136: 1-10. 

Huber, L., Lorenz, C. & H. Strasser (2020): Data 

requirements for biopesticides in EU – problems and 

needs.- Agrow IHS Markit, Biologicals 2020: 32-34. 

 
For more information, please contact  
Dr Bernd Brielbeck at 
bernd.brielbeck@scc-gmbh.de 

 
 
 

BIOCIDES KOREA 

 
 

Update on K-BPR from the Korean government: 

5-year vision 

On November 20th, the Korean Environment of Ministry 

(MoE) held a public hearing on their plans to develop 

the Consumer Chemical Products and Biocides Safety 

Act, better known as K-BPR, in the next five years. SCC 

attended this event and listed the positive upcoming 

changes and current limitations of K-BPR.  

The products in scope of K-BPR are different as 

compared to EU BPR. Any chemical product used in the 

office, home or multi-use facilities is subject to K-BPR.  

The products in scope can be divided into two groups: 

1. Chemical products requiring notification, such as 

detergents, stain removers, bleaching agents, 

softeners, polishing agents etc.,  

2. Biocidal products which require approval 

Before importing into or manufacturing these products 

in Korea, importers or manufactures should notify or get 

approval for their products. In total 80,000 chemical 

products were notified and approved by August 2020. 

74% of these products were air fresheners, candles, 

detergents and deodorants. Meanwhile, 743 active 

biocidal substances were notified and are in the 

approval process.  

At the time of the adoption of K-BPR, the Korean 

government was under significant pressure from the 

general public to adopt a regulation to prevent further 

accidents from using chemical products incorrectly. To 

meet the demand from the general public for swift 

action, the Korean government used the EU BPR as a 

template to create its own K-BPR. The swift adoption of 

K-BPR has led to some inconsistencies and gaps, which 

the Korean government envisages to address in the 

coming 5 years. 

 

1. Hazard assessment tool for mixtures  

The Korean government is planning to develop a hazard 

assessment tool for mixtures. Without a K-BPR risk 

assessment tool today, it is recommended to apply the 

same tools as used for EU BPR, such as EUSES (European 

Union System for the Evaluation of Substances). 

Whether the new, still to be developed, K-BPR 

assessment tool will be good enough to replace the 

existing international recognized tools remains to be 

seen. 

 

2. Acceptance of prediction data 

At the moment it is not known how the Korean 

government will evaluate non-testing data. What is 

known, so far, is that the government is planning to 

accept predicting toxicity data, such a SAR and read-

across. This will be helpful when using existing EU data 

for K-BPR dossier preparation. 

 

 

 

mailto:bernd.brielbeck@scc-gmbh.de
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3. Extension of the chemical products in scope 

The range of chemical products subject to K-BPR will be 

extended from 39 to 50 product types. This means that 

more chemical products, currently not subject to K-BPR, 

will be placed in the scope of - the regulation in the 

coming few years. It is recommended to closely monitor 

regulatory developments to prevent future surprises.  

 

4. Regulation of microplastics 

In line with the developments in the EU, control of 

microplastics in chemical products will be initiated in the 

coming five years. The scope and details of the 

regulation will be decided on the basis of the final EU 

regulation on microplastics, being currently developed 

by ECHA. It is expected that the Korean government will 

apply a similar restriction on microplastics. 

 

5. Using evaluation data from EU and US 

In September 2020, the Korean government announced 

they were accepting applications for a simplified 

approval for only a few weeks. The simplified approval 

solely applied to active substances already approved in 

the EU or US. The Korean government is going to use the 

information from the simplified approval to screen the 

remaining active substances on safety. This can mean 

that the Korean government is going to rely on 

information from the EU and US for the evaluation of 

active substances. It is also expected the Korean 

government is going to focus on active substances which 

have not been evaluated before in any other 

jurisdiction. 

 

6. No extensions of existing grace periods for 

approvals  

It has been almost two years since K-BPR was adopted 

and enforced, yet, there is still no proper technical 

guidance for preparing or evaluating the dossiers. 

Korean companies are complaining on the difficulties to 

prepare the approval dossier without available 

guidance. However, the Korean government drew a 

clear line and stated that there will be no extensions of 

the grace periods. 

 

7. Public database on the evaluation progress 

The Korean government is preparing to establish a 

public accessible database which would allow 

downstream users to verify the evaluation progress of 

active substance approvals. In the EU, this information is 

only shared with the applicants. 

 

8. Active enforcement of K-BPR to verify the safety of 

chemical products 

Due to COVID-19, there is an increasing variety of new 

biocidal products and treated articles on the Korean 

market. Therefore, the Korean government is aiming to 

actively enforce K-BPR and verify the safety and 

compliance of around 300 chemical products every year. 

There will be three different ways the Korean 

government will monitor and enforce K-BPR for the 300 

chemical products targeted: 

1. Purchasing chemical products and verifying 

compliance with K-BPR through a safety assessment. 

2. Active enforcement in the market via labelling 

verifications. 

3. Reward system encouraging the public to notify 

chemical products with incorrect or insufficient 

labelling information.  

With the general public taking an active part in the K-

BPR enforcement, it is crucial for the companies to keep 

up-to-date with and implement latest regulation 

changes applicable to their products on the Korean 

market. 

 

9. Establishment of a “chemical product evaluation 

centre” 

At the moment there is no independent governmental 

agency regulating chemicals in Korea, such as ECHA in 

the EU. The Ministry of the Environment is responsible 

for the coordination of all activities related to the 

chemical regulations in place. However, the Korean 

government is planning to establish an independent 

governmental agency for evaluating chemical products. 

This will improve the capacity of the Korean government 

for processing active substance and biocidal product 

dossiers. 

 

For more information, please contact  

Ji Yeong Kim at  

ji-yeong.kim@scc-gmbh.de 

 

 

 

 

 

mailto:ji-yeong.kim@scc-gmbh.de
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CHEMICALS / REACH 

 
 

Manual Completeness Check of CSRs by ECHA 

ECHA announced to extend the Manual Completeness 

Check to chemical safety reports. The technical 

completeness of the dossier can be checked by 

registrants using the validation assistant available in 

IUCLID. In addition, however, there are further issues 

not covered by the validation assistant but checked 

manually by ECHA. The manual verification will contain 

the following items: 

- In case a substance is classified as hazardous or 

includes PBT properties an exposure assessment and 

risk characterisation must be included in the CSR 

- Exposure scenarios (ES) in the CSR must correspond 

to all uses reported in the IUCLID dossier 

- ES must contain contributing scenarios that 

correspond to contributing activities reported in the 

use description (described by the assigned process 

categories and environmental release categories) 

- Required elements of the contributing scenarios are 

conditions of use, exposure estimates for all relevant 

routes /compartments and RCRs  

If one of the above points is not included in the CSR, a 

relevant justification needs to be provided. If a relevant 

justification is not found, the CSR will be regarded as 

incomplete. As per Article 20(2), quality or adequacy of 

justifications will not be checked by ECHA.  

Further information is available on the ECHA homepage. 

Although the completeness check of the CSRs has been 

postponed by ECHA for an indefinite period, it is strongly 

recommended to thoroughly check the IUCLID dossier 

for technical completeness by the validation assistant as 

well as the IUCLID dossier and CSR for compliance 

before submission to ECHA. 

 

 

 

EU's new chemicals strategy: A watershed 

moment 

With the publication of the Chemicals Strategy for 

Sustainability on October 14th, the European 

Commission sets out their new long-term vision for the 

EU`s chemical policy: a toxic-free environment. The 

strategy outlines a pathway how these goals can be 

achieved. This article focuses on the most important 

actions to be completed by the European Commission in 

the next years and which might have a big impact on 

your daily regulatory compliance. 

Reducing exposure towards the most harmful chemicals 

shall be reached by restricting chemicals in consumer 

products that cause cancers, gene mutations, affect the 

reproductive or the endocrine system, or are persistent 

and bioaccumulative. While restriction is only a 

transitional measure the “generic approach to risk 

assessment” will become the default option to ensure 

that consumers, vulnerable groups and the natural 

environment are most consistently protected. This 

approach is intended to be extended to further harmful 

chemicals including those affecting the immune, 

neurological or respiratory systems and chemicals toxic 

to a specific organ. Substances exhibiting such 

properties will be grouped instead of regulating them 

one-by-one. The first tangible impacts of the strategy 

can already be found in several updates of regulations 

and related guidance documents focussing more 

strongly on the identification of genotoxic substances, 

e.g. food contact materials and food additives. 

Another big topic to be prioritised in 2021 will be the 

identification of endocrine disrupting chemicals (EDCs) 

based on the definition of the WHO, and to ensure that 

they are banned in consumer products as soon as they 

are identified, allowing their use only where it is proven 

to be essential for society. Since the EU regulatory 

system on EDCs is overall fragmented and limited, it 

needs to be consolidated and simplified across all 

relevant legislations. Moreover, screening and test 

methods must be further developed and established in 

order to generate information on EDCs. Updates of the 

REACH requirements to allow identification of EDCs are 

already underway. By taking an international leadership 

role the European Commission will further promote 

https://echa.europa.eu/-/completeness-check-of-chemical-safety-reports-postponed-until-october-2020


    NEWSLETTER 
 
 

 
 
SCC Newsletter Vol. 20, No. 2, December 2020   Page 8 of  10  
 

the introduction of new criteria and hazard classes in UN 

GHS, i.e. for EDCs but also for terrestrial toxicity and 

persistency and mobility. 

Particular attention will be paid on the protection of the 

natural environment in general and the use of PFAS in 

particular, which are to be phased out in the EU unless 

they are proven essential for society. 

People and other living organisms are daily exposed to a 

wide mix of chemicals originating from various sources. 

To adequately address the combination effect of 

chemical mixtures, the Commission will assess how to 

best introduce ‘mixture assessment factors’ in REACH 

and introduce or reinforce provisions to take account of 

the combination effects in other relevant legislation, e.g. 

food additives and food contact materials, toys and 

cosmetics. 

Industry will face increasing data requirements under 

REACH, e.g. registration of polymers of concern, 

assessment of the overall environmental footprint, 

identification of substances with critical properties 

including effects on the nervous and immune system as 

well as carcinogenic substances irrespective of the 

volume. At the same time a ‘zero tolerance’ approach to 

non-compliance will be pursued by the Commission and 

measures to strengthen the enforcement of chemicals 

legislation could be put in place. 

Taken together, new chemicals and materials must be 

inherently safe and sustainable, from production to end 

of life, while new production processes and technologies 

must be deployed to allow the chemical industry’s 

transition to climate neutrality. The European chemicals 

strategy for sustainability will affect not just companies 

that already have a footprint in the bloc of 27 countries, 

but also those that sell or are looking to sell their 

products on the EU market. If a company wants to sell 

something in Europe, it will have to follow the 

requirements that flow from the new EU strategy, 

thereby being a big market driver. 

 

Clarifications on REACH registration update 

deadlines 

In October 2020 the European Commission has 

published the Implementing Regulation (EU) 2020/1435 

related to registration updates under REACH. 

Companies should update their registration dossiers 

when their substance data, tonnage band or company 

information changes to keep the registration up-to date 

at all times.  

For such updates, the new implementing regulation sets 

certain time frames: 

• A deadline of three months applies for 

administrative updates (for example change in a 

registrant’s status or name) 

• A deadline of three months applies for changes in 

the substance composition  

• A deadline of three months applies for new 

identified uses/ new uses advised against 

• A deadline of six, nine or 12 months applies for 

more complex updates (for example when the 

classification and labelling of a substance without a 

harmonised classification changes, or when there 

are changes in the chemical safety report or 

guidance on safe use) 

• When there are multiple reasons for updating a 

registration, only one submission is required and 

the longest deadline applies. 

• A deadline of three months applies to inform that 

the manufacture or import of a substance has 

ceased. 

These deadlines also apply for changes to substances 

previously notified under the Dangerous Substances 

Directive (NONS), which are considered registered under 

REACH. 

If registrants do not update their registrations within the 

given deadlines, they have failed to update the necessary 

information ‘without undue delay’. This is where 

enforcement authorities may step in. 

This Regulation enters into force in December 2020. 

 

In case you have any questions or need support, 
please contact  
Dr Thomas Roth 
thomas.roth@scc-gmbh.de 

 
 
 
 
 

https://eur-lex.europa.eu/eli/reg_impl/2020/1435/oj
mailto:thomas.roth@scc-gmbh.de
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REGULATORY SCIENCE 

 
 

FOCUS degradation kinetics guidance – Working 

group for improvement 

In 2015, a project group started to optimize the FOCUS 

degradation kinetics guidance with the aim to reduce 

the room of interpretation and subjective decision 

making in the field of degradation kinetic assessment. 

While headed by HSE (UK) during the last years, AGES 

(AT) agreed to lead on the development of the guidance 

from 2020 on. The recommendations by the working 

group were open for Member states’ commenting until 

end of October 2020. 

The revised points in the new guidance were 

summarized during the 22nd international Academy 

Fresenius conference on behaviour of pesticides in air, 

soil, and water: 

The flow charts on derivation of persistence endpoints 

will be simplified and be more linked to the text. The 

draft guidance on metabolite modelling endpoints 

includes a check if the sum of formation fraction is ≥1 

will be included as well as additional checks on 

metabolites increasing throughout the study period. 

Additional flow charts include default options for the 

case that no acceptable fit could be found. 

Generally, DFOP kinetics are recommended for 

derivation of modelling endpoints in case of biphasic 

degradation behaviour. A further new point is an 

averaging procedure to find a weighted geomean of 

databases containing a mix of SFO (single first order) and 

DFOP fits as an unweighted geomean value would 

underestimate the degradation in the second phase.  

A new similarity check comparing the pseudo SFO curve 

(derived from DFOP DT90/3.32) with the average DFOP 

curve can help for the decision if the average 

degradation behaviour is “sufficiently” bi-phasic to 

justify the use of bi-phasic degradation model. The 

check is based on the fact that the SFO curve 

overestimates residues compared to average DFOP 

curves up to the DT90 and underestimates the residues 

compared to average DFOP curve after the DT90.  

The working group tested the new approaches with a 

beta version of FOCUS PRZM groundwater model which 

is capable of modelling DFOP kinetics. This allowed the 

comparison of using SFO vs. DFOP and pseudo SFO 

approaches. The test showed that DFOP endpoints may 

result in PECgw values that are higher by an order of 

magnitude than those based on SFO endpoints. It is 

assumed that this effect is mostly due to the final few 

percent of assumed substance mass in soil, which tend 

to become increasingly higher for DFOP kinetics 

compared to SFO kinetics even when kinetic fits are 

similar. However, most kinetic data are based on studies 

covering ca. 120 d when only a few percent of the 

substance remain, making the description of the 

behaviour more uncertain, while groundwater modelling 

is based on much longer periods. On the other side a 

move to more “best fit” kinetics for modelling would 

bring much more complexity and conservatism. 

Generally, the working group on the kinetic guidance 

development tries to maintain more pragmatic 

approaches as  

- Using the SFO for modelling when fits are “good 

enough” 

- Retain pseudo SFO approaches 

- Using a similarity check to justify use of overall SFO 

even when some soils show biphasic degradation 

behaviour.  

The working group for the improvement of FOCUS 

degradation kinetics tried balancing pragmatism in 

decision making with critical selection of modelling 

endpoints. We are looking to hearing about the Member 

states ‘opinion on the proposed pragmatism.  

SCC will keep you informed on the further progress on 

updating the FOCUS kinetic guidance.  

Please get in contact to make use of our experiences 

with kinetic modelling and skills for developing robust 

strategies on the kinetic behaviour of your substance. 

 
For more information, please contact  
Dr Monika Hofer at  
monika.hofer@scc-gmbh.de 

 
 

mailto:monika.hofer@scc-gmbh.de
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CALENDAR 

 
 

China International Agrochemical & Crop 
Protection Exhibition 
 
03 March - 05 March 2021 
Shanghai New International Expo Centre(SNIEC), 
Shanghai, China 
 
Further details will follow on the SCC webpage. 
 
 
 
 
 
 
 
 
 
 
 
⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯ 
In order to access links noted in this Newsletter, please copy 
the address into your browser. We cannot guarantee that 
links will function and assume herewith no liability. 
Previous Newsletters can be found on our website  
http://www.scc-gmbh.de under News. You can also 
subscribe to the Newsletter (free of charge) at this site.  
 

NOTICE: While we have compiled the enclosed information 
with the utmost care, SCC GmbH is not liable for the 
consequences of anyone acting or refraining from acting in 
reliance on any information. Further, SCC has no control over 
the websites that the reader is linked with using our 
Homepage/Newsletter. Users linking to other websites do so 
at their own risk and use these websites according to the 
appropriate laws governing their usage. 

⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯⎯ 

 
 
 
 
 
 
 
 
 
 
 

CONTACT DETAILS 
 

SCC Scientific Consulting Company  
Chemisch-Wissenschaftliche Beratung GmbH 
 
Dr Friedbert Pistel, President 
Florian Pistel, President 
 
Headquarters Bad Kreuznach 
 
Am Grenzgraben 11 
D-55545 Bad Kreuznach 
Tel. +49 671 29846-0  
Fax +49 671 29846-100 
info@scc-hq.de 
www.scc-gmbh.de 
 
Office Berlin 
 
Dr Achim Schmitz 
Branch Manager SCC Office Berlin 
Senior Expert Ecotoxicology 
Tel.: +49 30 2592-2569 
achim.schmitz@scc-gmbh.de 
 
Address 
Friedrichstraße 40 
D-10969 Berlin 
 
SCC Scientific Consulting Company Japan K.K. 
 
Atsushi Ohtaka 
Representative Director 
Phone: +81 3 6629-3166 
Fax: +81 3 6629-3167 
atsushi.ohtaka@scc-japan.com 
 
Address 
8F Tri-Seven Roppongi, 
7-7-7 Roppongi, Minato-ku 
Tokyo, 106-0032 Japan 

 
 
 
 
 
 
 
 

Do you have any comments, questions or suggestions? 
Drop us an E-mail at newsletter@scc-gmbh.de 
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