
Detergents Regulation
A.I.S.E input to the Technical Harmonisation WP meeting on 24 April
· Biodegradability

The detergents industry supports the Commission’s new proposal, which suggests assessing the need to set out new biodegradability criteria, as described here under:

For the purpose of point (b), the Commission shall assess the need to set out biodegradability criteria for: 

· Film polymers by [3 years from the entry into force of this Regulation] and 

· Other intentionally added organic substances in concentration of at least 10% in detergents, by [5 years from entry into force of this Regulation]. 
The industry welcomes such proposal as we share Commission’s concerns also highlighted by the Presidency’s communication that test methods need to be adjusted and developed to assess biodegradability for film polymers. Furthermore, regarding organic substances, there has been no impact assessment and no scientific analysis to determine which substances are being considered in the scope. There is a need to better identify the associated risks, and significant knowledge gaps remain.
A proper impact assessment should be undertaken before considering implementing new biodegradability requirements that will affect the majority of the product composition, as we expect these provisions to have a major impact on detergents performance.  An analysis should be performed to assess the benefits or this measure vs. the potential adverse effects created by it, especially while considering the potential reduction of product efficiency or sustainability aspects.  The proposal from the Commission will allow for such assessment to be performed.
Definitions: 
Our industry supports the new definition proposed on film polymers:
(12a) ‘Film polymers’ means polymers used in water-soluble films to encapsulate detergents;
Such definition brings certainty about the range of substances that would be considered for new biodegradability criteria, meaning the polymers present in water-soluble films used in detergents capsules.
· Ingredients data sheet transfer

The industry supports the Commission’s latest proposal, which proposes to investigate how the transfer of the ingredients datasheet (IDS) for non-hazardous detergents could be facilitated in the future:
Article 26 – add a new para 6c 

The Commission is empowered to adopt delegated acts in accordance with Article 27 amending Annexes IV by setting our requirements on the way the ingredients data sheet is to be communicated in accordance with Article 7(6). When developing these requirements, the Commission shall take into account the need to ensure effective access to the ingredients data sheet to appointed bodies referred to in Article 45 of Regulation (EC) No 1272/2008, as well as the need to limit the administrative burden.

The question regarding the best way to transfer an IDS for non-hazardous detergents is a complex one, which needs to be properly investigated, both in terms of practical implications for implementation but also for the potential repercussions for the industry.  We recommend that such investigation needs to be conducted based on a proper analysis and, in the meantime, not to impose the transfer of the IDS through the DPP as it would lead to further administrative burden for the industry and lead to confusion in case of medical response as they would first need to establish where to find the right information (ECHA portal for classified detergents vs DPP for non-classified detergents).
· Microorganisms

The industry fully supports the direction the Commission is taking with the draft compromise currently under consideration, which is aligning with the Council’s mandate proposing the risk assessment for the use of microorganisms in cleaning products. 

However, we would like to highlight for your attention a few points from the Commission’s proposal which we believe would need to be further assessed. To this end, we would appreciate if could take into consideration the following recommendations:  
· Provisions on pathogenic microorganisms - Annex II, part 2 - Line 428
Commission’s new proposal amends the texts as follows: “The following pathogenic micro-organisms shall not be present in detergents containing micro-organisms”. 
Industry’s recommendation is to keep the text as proposed by the Commission when the revision was first published (in 2023): The following pathogenic micro-organisms shall not be present in any of the strains included in the finished product
The newly proposed wording indeed imposes to test for pathogenicity the final microbial cleaner product rather than the strains of microorganisms that are intentionally added to the microbial cleaner.  We share these concerns because: 
· Testing the final product will be more technically challenging and will require lengthy external testing, which might delay the placing on the market for such products.

· Imposing such product testing will generate higher costs for the manufacturer, as the manufacturer will need to cover the costs for the regular testing that will be required (e.g. for every batch that might be produced).  

· Instead, it can be demonstrated that no pathogenic microorganisms are used through testing the strains that are intentionally added. Such testing is already performed by the suppliers of microorganisms and does not add extra burden on the manufacturers, while making sure that safe microorganisms are added to the product.
· Claims substantiation (line 440, in relation with lines 442-444)
Commission’s draft proposal circulated with Members States on 16 April proposes the following: 

The manufacturer shall substantiate all claims regarding the actions or performance of the micro-organisms intentionally added to the product with appropriate tests.
Our industry welcomes the deletion of the “third-party testing” requirement from the text, as it gives the opportunity for manufacturers to substantiate the claims also internally.  

However, we would also like to point out that this paragraph overlaps, to some extent at least, with the scope of the Unfair Commercial Practices Directive (UCPD) and the Misleading and Comparative Advertisement Directive, which already impose that claims cannot mislead the consumer and that such claims should be substantiated by adequate and verifiable evidence.  However, these legislations don’t impose that this evidence / these tests need to be executed in a GLP (Good Laboratory Practices) compliant or accredited laboratory.  

As [Annex II – point 9] is referred to in [Annex II – point 11] of the Detergents Regulation revision proposal, this is therefore adding an extra requirement for microbial cleaners, when compared to UCPD or the Misleading and Comparative Advertisement Directive.  This also means that the laboratory generating the claim support will have different requirements if a detergent contains microorganisms or not.

Based on the above, we recommend deleting point 9 all together from the text (as it overlaps with UCPD and creates a specific additional requirement for detergents containing microorganisms) or, if not possible, at least delete point 9 from the text of point 11:
11.
The tests referred to in points 1, 2, 4, 5, 6, 7 and 9 shall be conducted by laboratories meeting any of the following conditions: 
· GMOs – Annex II, part 8a (new)

· The use of genetically modified organism (GMOs) is regulated under Directive 2001/18/EC.  

· Should the use of GMOs be allowed in microbial cleaners, genetically modified (micro)organisms should also follow the provisions of Directive 2001/18/EC.  

· However, while some microbial cleaners might contain GMOs, some others might use regular microorganisms that won’t have been genetically modified.

· We therefore recommend modifying the text of Annex II - part 8a to the following proposal:

8a. Detergents containing micro-organisms shall be placed on the market only if the safe use for the human health and the environment is demonstrated based on a risk assessment performed in accordance with the methodology to be established by the Commission based on Article 26 (…) or and, if applicable, in accordance with Directive 2001/18/EC.

· Dosing
A.I.S.E. would like to bring to Member States attention the following points on colour and contrast markings for dosing devices and measuring cups which are still under discussion.
We call on Member States to oppose the EP mandate for Annex V, point 7c & point 7ca | Lines 514 & 514a. 
The introduction of mandatory dosage markings in bottle closures (such as proposed in line 514a of the European Parliament) is counterproductive and goes against the stated goal of the industry as well as regulators to reduce packaging waste, increase recycling and include recycled content.  
The proposals made by the Parliament would have severe sustainability and administrative consequences:
· Efforts to reduce packaging waste, e.g., by using flat caps, will be made more difficult if mandatory dosage markings have to be included in the closure.  Having to integrate dosage markings in the bottle closures will require manufacturers to increase the size of the bottle lids, therefore going against the objective of packaging minimization as described in Article 9, point 1 of PPWR.

· Continuous efforts to further compact detergents mean the required dosing for the detergent will change the more highly concentrated the product becomes. The dosing markings in the closure will have to change with each new product innovation, adding tremendous cost and complexity for industry since new closure molds would be required with every product innovation.

· In order to reduce complexities, manufacturers use one closure mold for multiple products. The requirements from the Parliament would force industry to go back to individual molds for each separate product, increasing waste in the supply chain and going against the provisions indicated in Article 9, point 2a of PPWR, which aim to standardize the format of packaging.
· Phosphorus

The industry supports the Council’s and Commission’s proposals, which maintain the currently existing phosphorus limits and do not restrict the phosphorus content further.
A.I.S.E. evaluates that the currently existing limits on phosphorus content for consumer laundry detergents & consumer automatic dishwasher detergents are sufficient. However, the industry understands the Parliament's ambition to limit the use of phosphorus. Furthermore, we are aware that a possible agreement will need to be found during the Trilogues to address the EP's concerns about this topic. 

Should the policymakers consider it necessary to introduce further phosphorus limits as part of the trilogues negotiations, the new alternative limits must address only consumer laundry detergents and consumer automatic dishwasher detergents.  

However, we strongly recommend not extending any new limits to industrial and institutional (I&I) cleaning products given that: 
· In the absence of legislative intervention, I&I sector has already replaced phosphates where technically feasible, reducing by 18% the release of phosphorous substances in Europe from 2014 to 2020 according to A.I.S.E. internal survey. 

· The use of phosphorous substances is critical for a variety of industries and applications especially in the absence of suitable alternatives. 

· I&I sector contributes circa 0.7 to 1.6% of the total P total inputs to surface waters according to a published UBA report2. It states possible phosphorus restriction in I&I detergents is not expected to lead to a measurable change in surface water quality. 

· Furthermore, having lower limits for I&I products could lead to adverse social consequences which are not impact assessed. Should these products not perform correctly, the proper and necessary cleaning in hospitals would not be performed, risking not having the level of hygiene required and necessary in hospitals. 

· Intentionally added ingredients

The Council proposes in recital 6 (line 15) to remove the word “intentionally” from the text, when referring to (chemical) ingredients and to microorganisms.  It is mentioned that the word “added” should cover all ingredients that are added by an actor in the manufacturing chain and that impurities should not be considered as “added.”

Our industry recommends keeping the wording as initially proposed by the Commission and not to delete the word “intentionally” from the text.  Keeping the wording “intentionally” will:
· Bring legal certainty concerning the provisions that are applicable and to which substances

The explanation from the Council is present in a recital, which is less legally binding than articles.  The explanation present in recital 6 could therefore still be questioned or even ignored by stakeholders, and we expect that stakeholders might have different interpretations of some articles due to this fact.  Removing the word “intentionally” will therefore bring unclarity and misalignment in the interpretation of some articles.  

· Correspond to an enforceable system for the manufacturers, as the requirements should only cover intentionally added ingredients and not impurities.

Depending on the interpretation that stakeholders will make of the articles, we expect that some of them might understand the text as if the requirements should be applicable to ingredients, but also to carry-over and even potentially to impurities.  Should the scope be extended due to this enlarged interpretation, it will have huge consequences for the industry, as minor changes in the composition (due to impurities for example) will have to be monitored and managed.  This will require extensive adaptations in the production processes and will have huge costs implications.

· Ensure alignment with the phrasing already used by other pieces of legislation

The phrasing “intentionally added” is already used and recognized in many other pieces of legislation, such as the Cosmetic Products Regulation.  Keeping the same wording in the Detergents Regulation will ensure legal coherence with other legislations and ensure that the same interpretation of the requirements is made across legislations.
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