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1. Introduction —
2"d Sub-AHWG ¢



1. The EUEL criteria under revision

Commission Decisions establishing the EU Ecolabel criteria for detergents - notified under documents:
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Hand dishwashing detergents (HDD) C(2017) 4227 [0J L 180, 12.7.2017, p. 1-15]
Hard surface cleaning products (HSC) C(2017) 4241 [0J L 180, 12.7.2017, p. 45-62]
Dishwasher detergents (DD) C(2017) 4240 [0J L 180, 12.7.2017, p. 31-44 ]

Industrial and institutional dishwasher detergents (IIDD) C(2017) 4228 [0J L 180, 12.7.2017, p. 16-30]

Laundry detergents (LD) C(2017) 4243 [0J L 180, 12.7.2017, p. 63-78]
Industrial and institutional laundry detergents (IILD) C(2017) 4245 [0J L 180, 12.7.2017, p. 79-96]
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http://data.europa.eu/eli/dec/2017/1214/oj
http://data.europa.eu/eli/dec/2017/1217/oj
http://data.europa.eu/eli/dec/2017/1216/oj
http://data.europa.eu/eli/dec/2017/1215/oj
http://data.europa.eu/eli/dec/2017/1218/oj
http://data.europa.eu/eli/dec/2017/1219/oj

1. Sub-AHWGs “steps” (process) and timeline

Sub-AHWG formation
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1. Excluded and restricted substances criterion

The aim of this criterion is to exclude or limit toxic or harmful substances,
so Ecolabelled product are the least environmental impactful product

Criterion Sub-criterion
Excluced and restricted substances Specified exduded and restricted substonces
Hozordows subsionces
Substonces of very high concern (SVHCS)
Frogronces
Freservotives
Colouring agents
Enzymes
| Corrosive ics |
Micro-argonisms
Packaging WeightUtilty rotion (WUK)

Aim — Achieving safe and performing MCP that enable
environmental gains via improved/new EU Ecolabel criteria

EEEERBEBREE

Both test for LD in same document -> https://environment.ec.europa.eu/document/download/557d8ab5-4e75-41a4-a901-1548be7f685d_en?filename=fitness%20performance%20LD V1.7 June%202023.pdf
https://environment.ec.europa.eu/document/download/789ae131-ee3a-4cdd-bfcd-6389aa3d8caa_en?filename=fitness%20performance%20IILD V1.1 June%202023 0.pdf
https://environment.ec.europa.eu/document/download/ad5h72eb-dab6-4a64-9a37-53d028fec8d7_en?filename=Framework%20Fitness%20Performance%20-%20Dishwasher%20Detergent.pdf
https://www.ikw.org/fileadmin/IKW_Dateien/downloads/Haushaltspflege/2016_EQ_Dishwasher Detergents_Part B__Update 2015 aktualisiert.pdf European
https://environment.ec.europa.eu/document/download/2a924067-033a-449d-808d-7586475a8cfc_en?filename=fitness_performance_[IDD_20180111.pdf Commission

https://environment.ec.europa.eu/document/download/e0f5e99e-082e-4a70-91ee-70d7d9d00062_en?filename=Framework%20Fitness%20Performance%20-%20HDD.pdf
https://environment.ec.europa.eu/document/download/462d278a-2140-4bd2-bad2-fe0cf4a7b37a_en?filename=Fitness%20Performance%20-%20Hard%20Surface%20Cleaning%20Products_rev1.2.pdf



https://environment.ec.europa.eu/document/download/557d8ab5-4e75-41a4-a901-1548be7f685d_en?filename=fitness%20performance%20LD_V1.7_June%202023.pdf
https://environment.ec.europa.eu/document/download/789ae131-ee3a-4cdd-bfcd-6389aa3d8caa_en?filename=fitness%20performance%20IILD_V1.1_June%202023_0.pdf
https://environment.ec.europa.eu/document/download/ad5b72eb-dab6-4a64-9a37-53d028fec8d7_en?filename=Framework%20Fitness%20Performance%20-%20Dishwasher%20Detergent.pdf
https://www.ikw.org/fileadmin/IKW_Dateien/downloads/Haushaltspflege/2016_EQ_Dishwasher_Detergents_Part_B__Update_2015_aktualisiert.pdf
https://environment.ec.europa.eu/document/download/2a924067-033a-449d-808d-7586475a8cfc_en?filename=fitness_performance_IIDD_20180111.pdf
https://environment.ec.europa.eu/document/download/e0f5e99e-082e-4a70-91ee-70d7d9d00062_en?filename=Framework%20Fitness%20Performance%20-%20HDD.pdf
https://environment.ec.europa.eu/document/download/462d278a-2140-4bd2-bad2-fe0cf4a7b37a_en?filename=Fitness%20Performance%20-%20Hard%20Surface%20Cleaning%20Products_rev1.2.pdf

1. MCP sub-AHWG documents

MCP background discussion Fr———sssmmmmm Technical report 1 (TR1)

Collection (ATCC) number, belong to a caollection of an Intemational Depository Authority (IDA) or
have had their DNA identified in accordance with @ 'Strain identification protocol (using 165
ribosomal DNA sequencing or an equivalent mathog).

(1) Safety- FSSN 0006 J000K

— 2All Intentionally added micro-organisms shall belong to bath-of the following:-Risk Eroup | as
EUROPEAN COMMISSION defined by Directive 2000/54/EC of the European Parllament ard of the Coundll { 49 ) — E

o
2 European JOINT RESEARCH CENTRE biclogical agents at wark,
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— The outrome of a rnicroblal nisk assessment should be that the nisk assodated with the use of
a product containing ricroorganisims I deermad as acceptable

() Absarce of contaminants: pathogerIc micro-organisms, as defined below, shall rot be In any of
the strains Incluced In the finished product when screered usirg the Indicated test methods or
equivalert:

Revision of the EU Ecolabel criteria for detergent and cleaning products 5 | = € cou, test methoa 150 16845-3:2005,

D N N g S 2812004, Revision of EU Ecolabel criteria for

— Staphylocorcus aureus, test method 150 6888-1,
— Bacillus cereus, test method IS0 7932:2004 o IS0 21871, deterger 1t DI’OdUCtS

— Salmonella, test method 1506579:2002 or IS0 19250.

Background paper priming discussions of the 2" meeting of the working sub- (M) All Intentiorally adced micro-organisms shall not be geretically modifiec micro-organisms Technical report v. 1. 0

(GMMSs).
group (sub-AHWG) on ) Antibiotic all i acded mi gal shall be, with the exception of

2 2 — Intrinsic resistarce, susceptble to each of the five major anfibiotic dasses {aminoglycosice,
Microbial Containing Products (MCP) macrolide, beta-lactam, tetracycline and fluoroquiralones) in accordance with the EUCAST cisk
diffusion method or equivalent.

) Microblal count: procucts in their in-use form shall have a standard plate court equal to or
greater than 1 = 10° colony-forming units {CFU) per ml In accordance with IS0 4833-1:2014.

(v} Shelf Ufe: the minirmum shelf Ufe of the product shall not be lower than 24 months and the
microblal count shall not decrease by more than 10 % (measured In loganthric scale) every 12

This background document aims to provide the context and guide on discussion morths In accortance with 150 4833-1:2014,

points to be addressed by during the working sub-group lifetime, particularly i) Fitness for use: the product shall fulfil all the requirements set out In Criterion 6 on fitness for
during the 2 MCP sub-AHWG use anc all claims made by the manufacturer on the actions of the micre-organisms contained in
the procuct shall be docurnented through thind-party testing.

(&) Claims: It Is prohibitec to claim or suggest on the packaging or by any other communication
that the procuct has jan antimicroblal or disinfecting effect.

(%) User informatior: the procuct label shall include the followirg inforrnation:
— that the product contains rmicro-organisms,

__ that the product shall rot be used with a spray trigger mechanisrn,

— that the product should not be used on surfaces In contact with food,

— an indication of the shelf Uife of the product

Assessment and verification. the applicant shall provide:

(1) The name (to the strair) and Identification of all micro-organisms contained In the procuct with
ATCC or IDA nurnbers or documentation on DNA identification.

(nDocurnentation dermonstrating that all micro-orgarisms belorg to Risk Group | aré-the ORS Lst
and documen tation on the microblal risk assassment, certifled by an Indegendent third-party expert,
where the risk associated with the Interded use of the product 15 deerned as acceptable.

(W) Test documentation ¢emonstrating that the pathogeric micro-organisms are not present In the
product.

(W) Documentation demanstrating that all micro-organisims are not GMMs.
H5C (v) Test documertation dernonstrating that all micro-orgarisms are, with the exception of Intrinsic
resistance, susceptible to each of the five major artibiotic classes Indicated.

(v} Test documentation of CFU per ml of In-use solution (for undiluted procucts, the dilution ratio
recommended for ‘normal’ deaning shall be used).

New - 2"d draft proposal e TR s e s 15t draft proposal

(will) Test results from a third-party laboratory eemorstrating the claimed actions of the micro- European
orgarisms and artwork of the packaging or a copy of the procuct's label highlighting any dlaims

mace on the actions of the micro-organisims. * ok commission
(&) and (x) Artwork of the packaging or a copy of the product's label.

x0T
* *
* *




1. MCP background document (1/2)
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5 Performance

5.1 Mapping of aspects
Note that some of the more general aspects highlighted In the previous sectior/s could be of application here
but are not repeatec here for brevity.

— Applicable to all PGs, ensure that equal performance Is achieved In MCP as in their purely chemical
counterparts whilst showing ervirormental benefits. If special instructions are required, consicer accing
these via Informatior to the user.

5.2 Potential actions

— Gatherng further evicences specfically about MCP perf e (eg mec to exert
cleaningvashing functions; testing methods) anc MCP forrrulation profiles (ideally in comparison with
chemical courterparts of same product category/format).

— Discussing If, how anc to which exterd Is possible to compare MCP performance against their purely
chemical courterparts with methods/protocols specified In existing EU Ecolabel, Inclusive of consideratior
of which (If any) acdition Is required In this regard

Feedback to 1st FfU sub-AHWG questions
This sub-section provices a summary of the feedback received to each of the questions shared with MCP sub-
AHWG participants during the 1* MCP sub-AHWG meeting The Is to be Inf tive and t
with regards to the Inputs that JRC received and consicered In the formulation of Its proposals for
upcate/mocification of craft criteria relative to microorgarisms containing procucts, highlighted In the next

sub-section.

The main tool set by JRC for feacback collection was an EU survey (active from 25/06/24 to 16/07/24),
containing all the question shared during the 1* MCP sub-AHWG meeting to which a total number of 8
participants replied. In the sumrmaries to each question cisclosed below the number of blank responses Is

to provide context In addition, any cormplernentary feedback shared during the 1* MCP meeting
not Incluced In the EU survey resporses IS im gside the of feecback to each question
below.

Q21 ~ Could you share details about formulations of MCP? Flease, provide as many formulations in as many product
formats as possitie, ideolly using the formoat of the EU ecolobel opplicant sheet (*¥). Sholl you hove any concem cbout this
sharing (eg confidentiolity). please get in contoct with JRC ot JRC-B5-DETERGENTSOec europa ey

MCP Is an underrepresented group In terms of formulations that JRC has hac¢ access to, thus It strorgly
ercourages stakeholders to share as rmuch informatior/cata as possible In order to properly uncerstanc the
key differential traits with their chermical courter-parts and ensure an accurate representation In forthcoming
versior of the revised EU Ecolabel criteria.

Blank answers = 3

One resporcent repliec with no suggestion while arother agreed on sharing MCP formulation details.

Three respondents highlightec that, gererally, the forrulations cortaining microorganisms largely
overlap/reflect that of their purely chernical counterparts

One stakeholder mentioned that a generic forrmulation would consist of surfactants, buffer salts, preservative,

sequestrants ard pH rangirg from 3.0 to 11.0, which would then be tallored to the combiration of product

forrnat and microorganisms technology.

Two stakeholder highlighte¢ that MCP are subjected to the Detergert Regulation, mearing that they are

requirec to disclose the composition of thelr product on the assoclated websites and they bear a Unique

Formula icertifier (UFI) linkec to a comprehensive product isclosure. In acdition, they InCicated that they could
share formulations.

T Eample for W PG IHAerwOunecleCeom OO ROUCONIONSEECI0N 000 431 0LY.

Structure as in MCB background document (v1) in sections:
/ Criteria — HSC; LD-expansion and Performance

Mapping of aspects
identified by JRC/stakeholders as requiring further assessment
(Sources: Focused questionnaire; Written comments to TR1)

Potential actions
which could lead to improved micro-organisms sub-criterion versions

Feedback to 15t MCP sub-AHWG meeting

which further informed JRC on general/specific aspects and
contributed to shape proposals made.

European |
Commission




1. MCP background document (2/2)

EUROPEAN COMMISSION
European JOINT RESEARCH CENTRE
Commission | Dictorate B ~ Fair and Sustainable Economy

o Circular Economy angl Sustainable Industry
6 New draft criteria proposal N eW SeC IO n

6.1 Proposal text

TR1 draft version

Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(i) Identification: all intentionally added micro-organisms shall have an American Type Culture
Collection (ATCC) number, belong to a collection of an International Depository Authority (IDA) or
have had their DNA identified in accordance with a ‘Strain identification protocol’/{using 165
ribosornal DNA seauencina or an eauivalent method)

MCP sub-AHWG draft version

Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(1) Identification:

— all intentionally added micro-organisms shall & e ATES
furRber; belong to or be deposited in a collection of an International Depository Authority (IDA)
and be maintained by the culture collection for the authorised period of the EU ecolabel
license.

— all'in y added mic ga 1s shall be and characterised using whole

genorme sequence (WGS) analysis according to “EFSA Guidance on the characterisation of
HSC, microorganisms used as feed additives or as production organisms antimicrobial” (*°). er-have
had-thet—BiNA Hr " with nh'fl:,w‘ P - ushg—3165

— the following taxonomic information shall be provided considering the latest published
information in the Interational Codes of Nomenclature (ICN): genus, species and strain narmé
or code.

6.2 Rationales for proposals

The role of existing technical guidance’s in streamlining EU ecolabel requirements setting and verification.
The feedback gathered highlighted several resources (Le. guidance) that could be used/adapted for the
purposes of drafting/improving the EU Ecolabel requirements on microbial containing products (See feedback
to questions Q2, Q3, Q4). Amongst these, the two sources within the European legislation highlighted by
respondents as most suited were:

— EFSA Guidance on the charac of microorgai used as feed additives or as production

organisms. February 2018.4

— ECHA Guidance on the Biocidal Products Regulation: Volume V - Guidance on active rmicro-organisr
a Oi : T March 2017

[~

6.3 New questions/Discussion points

Q25 - Section/Aspect Microorganisms identity and hazards -> Stakeholders are invited to provide their
on the new of the sub-sections (i) Identification (v) Hazard/s identification and its
corresponding verification means. Please, provide a reasored response, especially about the wording used and the

redb il AE ram s maandaba il WIEE smalisie diisinn tha el manbion af tha LIFD b ALMIE

Proposal text showing the suggested changes.

Rationales for proposals
describing rationales for main changes suggested.

New questions/discussion points

Identified that are raised with the aim of contributing to refining
further the proposals made.

> Kk

European
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1. MCP sub-AHWG - summary

MCP sub-AHWG overview

Aim/s: improving provisions in existing detergent and cleaning products EU Ecolabel criteria (HSC products)
and/or develop new ones (e.g. scope expansion - LD) having as primary focus safety (hazard/risks
identification) but also technical performance at EU level.

Scope: Criteria Scope, Excluded & Restricted substances (microorganisms), Fitness for use; All PGs but focus
on HSC and LD.

Transparency: all discussions held in the dedicated sub-AHWG meetings and documents used will be publicly
available (i.e. minutes; background paper).

Target audience: Experts with experience in carrying out (microbial) safety assessments and/or experts on
this type of products/formulation (e.g. industry - license holders / manufacturers) and/or academics with
expertise in this field are especially welcomed here.

Sub-AHWG cornposition: The total number of sub-AHWG members registered was 22 (as 25/09/24), with
industry accounting for the greatest share (15/22), followed by Other entities (e.g. testing laboratories;
consultancies), Competent / ecolabelling bodies (5/22) and lastly, NGOs (3/22).

European
Commission




2. MCP sub-AH
2"d meeting disc

Highlight / Extract of proposals made




2. MCP background document denotations

EUROPEAN COMMISSION

3

Ecolabel European || JOINTRESEARCHCENTRE

Eﬂﬂ _E Commission | Diectorte B - Fair and Sustainable Economy
Circular Economy and Sustainable Industry

Revision of the EU Ecolabel criteria for detergent and cleaning products

Background paper priming discussions of the 2" meeting of the working sub-
group (sub-AHWG) on

Microbial Containing Products (MCP)

e

\(-_— EUROPEAN COMMISSION
Fcolabel European JOINT RESEARCH CENTRE
Colanel Commission | Dizecterate B - Fair and Sustainable Econoray

Circular Economy and Sustainable Industry
6 New draft criteria proposal

6.1 Proposal text

TR1 draft version

Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(1) Identification: all intentionally added micro-organisms shall have an American Type Culture
Collection (ATCC) number, belong to a collection of an International Depository Authority (IDA) or
have had their DNA identified in accordance with a ‘Strain identification protocol’/{using 165
‘ ribosornal DNA seauencina or an eaulvalent method).

MCP sub-AHWG draft version
Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(i) Identification:

— allintentionally added micro-organisms shall b Airarican Type Cultusa Lol HAFES
#urber; belong to or be deposited in a collection of an International Depository Authority (IDA)
and be maintained by the culture collection for the authorised period of the EU ecolabel

license.
— allir added mic ga 1s shall be identified and characterised using whole
genorme sequence (WGS) analysis according to “EFSA Guidance on the characterisation of
HSC. microorganisms used as feed additives or as production organisms antimicrobial” (*°). er-have
LD' L“a I DNA ek £; " b S F 1 5 g 165
5 ONA valant mathad:
besemat-b e g-or-an-eq rtrrethod:

— the following taxonomic information shall be provided considering the latest published
information in the Intemational Codes of Nomenclature (ICN): genus, species and strain name

or code.

- Contains 1t (in grey font) and new (2"9) draft
criteria proposal (MCP sub-AHWG result).

- New draft criteria proposal mark changes

from latest version (15%; in TR1). Note that:
- New text/additions displayed in blue font (Like
this)
- Deletions displayed by strikethrough blue font
(Ekethis)
- Even if content remains, might be re-located
within the draft criteria text.

P European
Commission



Proposed sub-criterion (h)

HSC,
Lo

. 1stdraft criteria (TR1) - Highlights

rganisms

1 Identificatior: all intertionally added micro-organisms shall have an Amercan Type Culture
Collection (ATCC) number, belong to a collection of an Intemational Depository Authority (IDA) or
have had their DNA identified in accordance with a ‘Strain identification protocol’ (using 165
rihosomal DNA sequencing or an equivalent rmethod)

(n) Safety:

— 24l intertionally adided micre shall belong to bethof the fallawnng- RISk Group | as
defined by Directive 2000/54/EC of the European Parllament and of the Councll { 7= ) —
biological agents at work,

the Quals £ Safor. oDy Lot i By tha L I3 Foby fthans
& ¥ g # ¥ ¥
——
— The outcome of a microblal nsk assessment should be that the sk assodated with the use of
a product containing microorganisims Is deemed as acceptable.

{m) Absence of contaminants: pathogenic micro-organisms, as defined below, shall not be In ary of
the strains Included In the finished product when screered using the Indicated test methods or
equivalent:

— E coli, test method 150 16649-3-2005,

— Streptococcus (Enterococous), test method 150 21528-1.2004,
— Staphylococous aureus, test method IS0 6888-1,

— Badllus cereus, test method IS0 7932:2004 or IS0 21871,

— Salmonella, test method 1S06579:2002 or IS0 19250

v} All Intentionally added micro-organisms shall not be genetically modified micro-organisms
(GMMs).

{v) Antiblotic susceptiblify: all irtentionally added micro-organisms shall be, with the exception. of
Intrinsic resistarce, susceptible to sach of the five major antibiotic classes (aminoglycoside,
macrolide, bata-lactam, tetracycline and fluoroquirolores) in accordance with the EUCAST disk
diffusion method or equivalent.

v) Microblal count: procucts In their In-use form shall have a standand plate court egual to or
(greater than 1 = 10° colony-formirg urits {CFU) per ml In accordance with IS0 4833-1:2014.

{vi1) Shelf ife: the minirmurn shelf life of the product shall not be lower than 24 months and the
microblal count shall not decrease by more than 10 % (measured In loganthimic scale) every 12
morths In accordance with 150 4833-1:2014.

{vin) Fitness for use: the product shall fulfil all the requirements set out In Criterion & or. fitness for
use and all claims made by the manufacturer on the actions of the micro-orgarisms contained In
the procuct shall be documentad through thind-party testing

{x} Claims: it Is prohibited to claim or suggest on the packaging or by any other communication
that the product has pn antimicrobial or disinfecting effect.

{x) User information: the procuct label shall include the following information
— that the product contains rmicro-orgarisms,

— that the product shall rot be used with a spray trigger mechanisrn,

— that the product should not be used on surfaces In contact with food,

— an indication. of the shelf ife of the procuct.

- Scope —> LD proposed for inclusion.
- QPS list -> requirement substituted by

performing a microbial risk assessment (RA

- Thresholds -> clarification on units (LOG - scale
- A&V -> Microbial RA documentation + third-

party certification

HSC

Assessment and verificotion: the applicant shall provice:

{1} The narne (to tha strain) and Identification of all micro-organisms cortainad In the procuct with
ATCC or IDA nurnbers or documentation or DNA identification.

{mDocurnentation demonstrating that all micro-organisms belong to Risk Group | aré-the QRS st
ard documentation on the microblal risk assessment, certified by an Independert third-party expert,
where the risk associated with the Interded use of the product Is deermed as acceptable.

() Test docurnentation ¢emonstrating that the pathogeric micro-orgarisms are not present In the
product.

(v} Documentation éemaonstrating that all micro-organisms are not GMMs.
{v) Test documentation demonstrating that all micro-orgarisms are, with the exception of Intrinsic
resistance, susceptible to each of the five major antiblotic classes Indicated.

{v1) Test documentation of CFU per ml of In-use solution (for undiluted procucts, the dilution ratio
recommended for ‘normal’ deaning shall be used)

{v1) Test coaumentation of CFU per ml of In-use solution every 12 months for a product stored until
the end of Its shelf life

{vin) Test results from a third-party laboratory cemorstrating the claimed actions of the micro-
orgarisms and artwork of the packaging or a copy of the product's label highlighting any claims
made on the actions of the micre-organisms.

(&) and () Artwork of the packaging or a copy of the product's label

Question 35 (Q@35) — do you support requiring a microbial risk assessment as a proof of safety? If
not, do you have any proposal to assess microbial containing products safety?

Question 36 (Q@36) — do you have any suggestion to complement the microorganisms list in (iii)

Question 37 (Q37) — do you support the threshold set (equal or greater than 1 x 10° CFU) to prove
product performance via microbial counts? If not, could you share reasons?

Question 38 (Q38) — do you support current shelf-life requirements (vi)? Do you consider it
represents properly also products falling under LD scope?

£ European
Commission



2% draft criteria (MCP sub-AHWG) - Highlights

Proposals derived from evidence streams (i.e. ecolabelling schemes, legislation,

MCP sub-AHWG draft version

Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(i) Identification:

l y 2 — allintentionally added micro 1 shall & e Lturo Collaction{ATCC
wurabar; belong to or be deposited in a collection of an Imtematlmnal Depository Authority (IDA)

and be maintained by the culture collection for the authorised period of the EU ecolabel
licensa.

— all intentionally added micro-organisms shall be identified and characterised using whole
genome sequence (WGS) analysis according to “EFSA Guidance on the choracterisation of

HSC. imicroorganisms used as feed additives or as production erganisms antimicrobial” (**). er-have
D had—thei—BNA-identited R iFreation-protocel tsing—t
P " hratertrrethod:

&

— the following taxonomic information shall be provided considering the latest published
information in the Intemnational Codes of Nemenclature (ICN): genus, species and strain narne
or code.

(ii) Safety:

— All intentionally added micre-organisms shall belong to Risk Group | as defined by Directive

2000/54/EC of the European Parliament and of the Council { %! ) — biological agents at work,

— Ary Thesutcore ofa ratorablal safety)risk assessment made on ricroblal contalring products

shall Include In Its scope human, animal, plant and erwirormental health. Therefore,

3 consideratiors shell be made In the different stages of the assessment (e.g. Hazard

idertification, Hazard charactensatior, Exposure assessmert, Risk charactensation) to these

grougs and, particularly, or especially vulnerable groups {e.g. Immurocompromised, elderty,
infants, pregrant women, etc). sheuld-bo-that the Ask N TANETLSEN=S

i

&
(i) Absence of contaminants:
— It must be cortrolled that the product Is rot contaminated with pathogen microorganisms.

Altemnatively, the product should present a low sk of microblal contamiration andior Intended
use acconding to the principles of 150 29621:20174

— pathogenic micro-organisms, as defined below, shall not be in any of the strains included in
4 the finished product when soreened using the Indicated test methods or equivalent:

® E coll, test method IS0 16649-3:2005,

® Streptococcus (Enterococcus), test method IS0 21528-1:2004,
® Staphylococous aureys, test method 150 6886-1,

® Baclllus cereus, test mathod 150 7932:2004 or IS0 21871,

®  Salmanella, test method 1S06579:2002 or IS0 19250,

® any other micro-organisms Usted In Annex [I, section 2. of Regulation (EU)
JOCOKNH)

(v) All intentionally acded micro-arganisnis shall not be geretically modifled micro-organisms
(EMMs).

(v} Hazamds identification - All intentionally added micro-organisms shall be assessed for

1 2 Aantiblotic susceptibility, antimicroblal productior and toxigenicity/pathogericity according to the
“EFS5A Guidance on the charocterisation of microorgonisms used os feed additives or s production

{*). The outcome shall be *no hazard identified”, meaning that microorganisms are:

— free from acquired antiblotic resistance determinarts ard susceptible to each of the five major
antiblotic classes {@rminoglycoside, macrolide, beta-lactam, tetracycline and fluoroquinolores);

— showr nat to produce relevant antimicrobial substances and

— showr to be non-pathogerignon-toxig —— st Fntresk
i the CLCACT ot 4

Microorganisms Included In the Qualified Presumption of Sofety (QPS) status Ust tssued by the
European Food Safety Authority (EFSA) and that fulfil the qualifications provided by It, shall ba
exempt from the previous [paint ivJl requirements conceming hurmans and animals.

(v1) Shelf ife and Mrricroblal court: The minimum shelf Ufe of a product shall be 24 maonths,
4 dunng which microorganisms court shall be guaranteed. Fbmr_uns In. their In-use form shall have
ST et L = terthan 21 = 10° o y-forming units (CFU) per ml in
accordance wrth IS0 2Ll49 or 150 4833—].2014 or equivalent sclertifically recognised method
for the determination of microcrganisms' numbers. Tha stability of the product, assessed at room
temperature, shall be dernonstrated by measuring microorganisms court every 12 months.

4l Shelf Bfa tha oo BSlE UFn of tho nendier chall pot b | than 24 s b

scientific/technical literature, stakeholders feedback) are grouped according to
following points:

(wik} Fitnass for use: the product shall fulfil all the requirements set out In Criterion X6 on fitness
for use

(win} ane-tall claims rmade by the rarufacturer on the actions or the perforrmance of the micro-
organisms contaired In the product with appropnate tests, which shall be docurronted through
verified by indegendent third-party testing.

(&) Clairns: It Is prohibited to clalm or suggest on the packaging or by any other commurication
that the product has an antimicroblal or disinfecting effect

[x} User inforrnation- the product label shall Include the following Information:
— that the product contains micro-organisms,

— that the product shall not be used with a spray trigger mechanism,

— that the procuct should not be used on surfaces In contact with food,

— an Indication of the shelf Uife of the product.

— use Instructions or special precautions, where relevant.

H5C,

LD

Assessment and verfficotion: the applicant shall provide:
(1) Per microorganisim in the product:

— a valid certifiate of deposition from the collection, specfying the accession number under
which the strain Is held

— the taxonomic Information: genus, species and straln. name or code) Aase-o-thastal} and;

— Idertification sfatmH a4 $—the ebwith ATEEe+ DA numbers or
documnentation on DNA \demlmztlon

— Documentation about the minimurn set of inforrmation for WGS analysis, In accordarce with
section 211 of "EFSA Guidonce an the chormacterisation of microorganisms used as _feed
odditives or os production organisms ontimicrobiol” (%),

(I} Documentation that all mic ganisms belong to Risk Eroup | and

doa on kdet any safety/nsk assessment showing that Its scope Includes

humar, arimal, plant and environmental health and Ircluding specific considerations In Its

different parts to these groups ar: also bo relevant vulnemnlz {sub- )gmuusMed—Bﬂ;—ap
i

bt e

PRty R v
eocpee asacceptable

1) Dowmentation describing how 1t 1s controlled that the products Is not contamirated with
pathogen microorganisms  or documertation according to ISO 2962122017 principles
dernanstrating that the product can be corsidered a microblologically low-risk procuct. Test
documentation demoenstrating that the pathogenic micro-organisims are not present In the product

() Documentation demonstrating that all ricro-orgarisms are rot GMMs.

(v} Test cocumentation, In accordarce with “EF5A Guidonce on the charoctensotion of
micreorganisms used os feed odditives or os production orgonisms antimicrobial® (%),
dernanstrating that all micro-organisms ares: free from acquired antiblotic resistance wths-the
axceptior—of (excluding Intrinsic resistarce) and susceptible to sach of the five major antiblotic
classes Indicated=-Not antimicroblal producers and; ron-pathogeric/ non-toxigenic.

{wl) Test documentation of CFU per ml of In-use solution {for undiluted procducts, the dilution ratio
recommended for 'normal’ cleaning shall be used). reasured every 12 months fora procuct stored
at room temperature, incusive at the start (t= 0).

i Tost e Loy Lt 13 eonths fora sraduct o

st the-end-of s cheifiife:

Wl (wily Test results from a third-party laboratory demonstrating the claimed actlors of the
micro-organisms and artwork of the packaging or 2 copy of the product’s label highlighting any
claims made on the actions of the rmicro-orgarisms.

iw1), {bx) and (x) Artwork of the packaging or a copy of the product's label

Role of existing guidance in EU Ecolabel
requirements setting

Boosting safety via unequivocal
microorganisms identification.

Boosting safety via scope expansion to
environmental aspects.

Aspects un/changed considering ongoing
legislative developments (i.e. revision of the
Detergent Regulation

> Kk
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2.1. Proposals & questions

r r A ] - »h H ~ - H '_‘ '_. Y ~ . H I - - o9
1| Role of existing guidance in EU Ecolaoel requirernents setting
ej R Specific resources cited by respondents, presented according to number of mentions (highest to lowest):
| ::Mim — ACI, ALSE. et al Risk Analysis Framework for Microbial Ingredients in Microbial-based Cleaning
o EFSA i £ q Products. 2023. Subrritted, currently under scientific review.
‘ e S iineas o ae wat e — ) guidance pr,e erre — EFSA. Guidance on the characterization of microorganisms used as feed additives or as production
| e T e L e against ECHA/BPR’ due to organisms. February 20182
i Lopes P, ARt Popaivars, BStcor P, Frondl amoe, Mk e, “ ” .
R e e Er e e industry standard” & alternative — ECHA. Guidance on the Biocidal Products Regulation: Volurrie V — Guidance on active rmicro-organisrns
o et oy e eme et e i i nd biocidal products. Version 2.1. March 20172
e ;;’-""-7:' approach to animal testing anc T T ersion arc
T — FAD. Principles and Guidelines for the Conduct of Microbiological Risk Assessment. CAC/GL 30-1999
omis ot s e e ekt e ren o Adopted 1999. Amendments 2012, 2014.°
mgwm;wmm:wm: — Govemnment of Canada. Guidelines for the Notification and Testing of New Substances: Organismis.
_— . e e August 2010.12
| R o s st ey — EPA's Safer Choice Checklist for Formulations Containing Microorganismms
- — EFSA Biohaz 2023 "Staternent on how to interpret the QPS qualification on ‘acquired antimicrobial
resistance genes™!?
| e e EFSA scope/”needs”|are not EU Ecolabel’s BUT some|technical elements are transferable/adaptable
Market authorization of “requlated products” (under EFSA’s scope of work) -> feed additives, food - 2.1 IDENTIFICATION
additives, food enzymes, food flavourings, novel foods, and plant protection products - 2.2 ANTIMICROBIAL SUSCEPTIBILITY
Qualified presumption of safety (QPS) streamlines safety assessment of “regulated products” - 2.3 ANTIMICROBIAL PRODUCTION
In QPS list only microorganisms of “regulated products”, thus not all possible; neither all relevant - 2.4 TOXICOGENECITY AND PATHOGENECITY

for MCP.

Aspects not covered in QPS but covered in other pieces of EFSA’s work:
— type and level of exposure of users handling the product (e.g., dermal contact, ingestion, inhalation);
— potential allergenicity to microbial residual components;
— hazards linked to the formulation or other aspects of the processing of those products.

European
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2.2. Proposals & questions

2| Boosting sarety via unequivocal microorganisrms identification.

MCP sub-AHWG draft version

Criterion X Excluded and Restricted substances; Sub-criterion X.x micro-organisms

(i) Identification:

Further requirements to culture collection
as being maintained for the life-cycle of the EU Ecolabelled product

— allintentionally added micro-organisms shall have an-frrerican Type Culture Collactarn{ATED)

Aurrber; belong to or be deposited in a collection of an International Depository Authority (IDA)
and be maintained by the culture collection for the authorised period of the EU ecolabel
license.

— all intentionally added micro-organisms shall be identified and characterised using whole
genorme sequence (WGS) analysis according to “EF5A Guidance on the characterisation of

HSC microorganisms used as feed additives or as production organisms antimicrobial” (). erhave

LD rad—thelBiAtdentifedtraccordance—with—a—Stratn—tdentifieationpretotet— using165

— the following taxonomic information shall be provided considering the latest published
information in the International Codes of Nemenclature (ICN): genus, spedies and strain name
or code.

Whole Genome Sequencing
boosting micro-organisms characterization as cornerstone of down-stream risk-assessment related aspects

Definition of taxonomic information

(v} Hazand/s idertification - All intentlorally added micro-organisms shall be assessed for
Aantiblotic susceptibility, antimicroblal production and toxgericityfpathagericity according to the
“EFSA Guidonce an the charocterisation af microorganisms used os feed additives or as production
organisms® (*). The outcome shall be *no hazard identified”, meaning that microorganisms are:

Further aspects considered additionally to antibiotic susceptibility
(Antimicrobial production ; Toxigenecity/Pathogenecity)
which should be proven as no hazards.

— free from acquired antibiotic resistance deterrninants and susceptible to each of the five major
antiblotic classes @minoglycoside, macrolide, beta-lactam, tetracycline and fluoroguinolones);

The minimum set of information includes:

+ the DNA extraction method;

» the sequencing strategy and instrumentation used;

+ the assembly method applied (e.g. the bioinformatic approach, de novo or re-seq strategy);

« the statistical measure of seguence quality (e.g. average Phred score, number of reads,

— shown not to produce relevant antimicroblal substances and

£ lotrlecle rocletan,

Streamlining QPS concept _
. . . L . i coverage, N50 and K-mer); )
by allowing certain exemptions if in QPS list/holding e et lengi ot oviign ek

« the total length of contigs relative to the expected genome size;
. . . » the annotation protocol used;
QPS q Ual |f|C3.t|0nS When relevant/appl |Ca,b|%v * for fung;: information on the quality of the annotations obtained from relevant databases (e.g.

— showr to be non-pathogerignon-toxigenic——sdththe secoction
SessentEe b eerar e e et e EHEA R T e e i ste et e g vetert
Microonganisms Included in the Quolified Fresumption of Saofety (QPS) status st ssued by the

European Food Safaty Authority (EFSA} and that fulfil the gualifications provided by If, shall be
exempt from the previous [point {v]] requirements corceming hurmars and animals.

Assessment and verificotion: the applicant shall provide:

(1) Per ruicroorganism In the product:

— avalid ceriificete of ceposition from the collection, specfying the accession number under
which the strain 15 held.

— the taxonomic Informatior: genus, specles and stralr name or code) sarretia-the chalnt and;

— idertification sfalieroaprgarlores cortaag e the cengctaith ATEC o (DA rumbers or
cocurnentation or DNA Identification.

— Documentation about the minimurm set of information for WGS analysis, In accordance with
section 2.1.1 of "EFSA Guidonce on the chorocterisation of microorgonisms used as feed
odditives oros production organisms antimicrobiol™ (%),

(v} Test documentation, In accordarce with “EFSA Guidonce on the chorocterisotion of
micoorganisms used as feed odditives or os production orgamisms ontimicrobil” (%),
demonstrating that all ricro-organisms ares free from acquired antibiotic resistance swth-the
exsepter—et (excluding Intrinsic resistance) and susceptible to each of the flve major antiblotic
classes Indicated--Mot antimicroblal producers and; non-pathogeric/ non-toxigenic.

Q25 - Section/Aspect Microorganisms identity and hazards -> Stakeholders are invited to provide their
feedback on the new formulation of the sub-sections (i) Identification (v) Hazard/s identification and its
corresponding verification means. Please, provide a reasoned response, especially about the wording used and the
suitability of requiring mandatorily WGS analysis during the 2" meeting of the MCP sub-AHWG

Q26 — Section/Aspect (i) Identification -> With regard to this new criteria text: . belong to or be deposited in a
collection of an International Depository Authority (IDA) and be maintained by the culture collection for the authorised
period of the EU ecolabel license. Should the period be extended before the award and/or after the expiry of the
Q30 - Section/Aspect (v) Hazard identification -> Do you support the current formulation of the draft criteria
text? In addition, would you explicit request consideration of further aspects (e.g. Known virulence factors;
Mobile genetic elements; lifecycle information, Impacts on microbial communities, etc? Please, provide a
reasoned response during the 2" meeting of the MCP sub-AHWG




2.3. Proposals & questions

B500sting sarety via scope &;

(ii) Safety:

— Allintentionally added micro-organisms shall belong to Risk Group | as defined by Directive
2000/54/EC of the European Parliament and of the Council ( ** ) — biological agents at work,

— Ary Theoutcome of a rptcrabial safety sk assessmert made or microblal contairing products
shall Include In s scope buman, animal, plant and emnvironmental health. Therefore
consideratiors shall be made In the different stages of the assessment (eg. Hazard
idertification, Hazand charactensation, Exposure assessmert, Risk charactarsation) to these
groups and, particularly, or especially ?ulnEF&l]lE groups hag Irnmmomrnprmnlsec Ekferly
Infants, pregrant warmen, etc). shawldk g aelatod
E&HHEHQ—MIEBBFQHHEFHE%EEEHEE—&?&EEE[:ME

Oansion to environmental asoecis

—— i

i

Assessment ond verificotion: the applicant shall provide:

(Il Documentation demonstrating that all micro-organisms belong to Risk Group | and
documentation on #e—sricrabtet any safoty/nisk assessment showing that Its scope Includes
humar, arimal, plant and environmental health and Incleding specific consideratlons In lis
differert parts to these groups ard also to relevant vulnerable (sub-jgroups —serfled D ac

EU Ecolabel criteria not the right tool to set “risk-based” requirements...

as it exceeds EU Ecolabel revision process competences and resources

... but it can ensure alignment/broadening of any safety assessment made on the product
by ensuring the all environmental compartments and underrepresented groups are considered in such assessments.

> Kk
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4| Aspects un/chang

(i.e. revision of the De

(1) Absence of contaminants:

— It must be cortralled that the product Is rot contaminated with pathogen rmicroorganisms.
Altematively, the product should present a low risk of micreblal contamiration and/or Intended
use according to the princlples of 150 29621:20174

— pathogenic micro-orgarlsms, as defined below, shall not be In any of the strains Indudad In
the finished product when screered using the Indicated test methods or equivalent:

« E coll, test method IS0 16649-3:2005,

e Streptococcus (Erterococcus), test method IS0 21528-1:2004,

& Staphylococous aurgps, test method 150 GEEB-1,

& Baclllus cereus, test rethod IS0 7932:2004 or IS0 21871,

* Salmonella, test method 150657 5:2002 or 150 19250,

# amy other micro-organisms Usted In Annex 11, sectlon 2. of Regulation (EU)

FOON00 ).
w1} Shelf life and Mmicroblal count: The minimum shelf Uife of a product shall be 24 months,
during which rnicroargarisms court shall be guaranteed. Peroducts In their in-use form shall have
stapdand plato court oqual tooF greater than 21 = 108 colony-forming units (CFU) per mil In

accordance with 150 21149 or IS0 4833-1:2014 or equivalert scentifically recognised rmethod

for the determination of microorganisms' numbers. The stability of the product, assessad at room
ternperature, shall be dernonstrated by measuring microorganisms count every 12 months.

FRTLY

bplf 08 fhn poiniocs i ehalf IED of Hhy ;‘r\r\d ot chall not b bosaenr than 4 oooebhe ard $hn

{vill} ane-A=ll claims made by the marufacturer on the actions or the performance of the micro-
organisms contalned In the product with appropriate tests, which shall be docurroptod theough
veriflec by Indegercert third-party testing.

(b} Claims: It Is prohibited to clairm or suggest on the packaging or by any other comrmwr
that the product has an antimicrobial or disinfacting effect.
(x} User information: the product label shall incluce the following infarmation:

that the product contains micro-organisms,
that the product shall not be used with a spray trigger mechanism, ]

that the procuct should not be used on surfaces In contact with food,
an Indication of the shelf life of the product

use Instructions or speclal precautiors, where relevant.

onsidering ongoing legislative cev
nt

Ensure

to avoid potential contamination

General alignment with revised
Detergent Regulation

Ensure

uestions

loprnent

(P
2

Regulation)

| | Assessment and verification: the applicant shall provide:

) Documentation describing how 1t 15 controlled that the products 15 not contaminatad with
pathogen milcroorganisms or  docurnertation according to IS0 29621:2017  principles
dernonstrating that the product can be corsidered a microblologically low-risk product. Test
doumentation demonstrating that the pathegenic micro-organisms are not presant In the product.

process control or low risk

(v} Test docurnentation. of CFU per mil of In-use solution {for undilited products, the dilution ratio
recommended for ‘normal’ cleaning shall be used). measured every 12 months for a product storad
at room temperature, Inclusive at the start (t= O)

wil), (i) Test results from a third-party laboratory demonstrating the claimed actions of the
micro-organisms and artwork of the packaging or 2 copy of the product's label highlightirg any
clalms made on the actlons of the micro-orgarnisms.

{wi), () and (x) Artwork of the packaging or a copy of the product's label

nimum shelf-life via guaranteed microbial numbers & period

These could be modified

" but no changes effected at this stage

Q27 - Section/Aspect (iii) absence of contaminants -> With regard to this new criteria text: “any other micro-
organisms listed in Annex I, section 2. of Regulation (EU) XXXX/XXX(7?).. Do you support its current formulation
referring to Annex Il of the revised Detergent Regulation (denoted as (EC) XXXX/XX? If not, could you propose
an alternative formulation? Please, provide a reasoned response during the 2" meeting of the MCP sub-AHWG

Q28 — Section/Aspect (iii) absence of contaminants -> With regard to this new criteria text: “/t must be controlled
that the product is not contaminated with pathogen microorganisms. Altematively, the product should present a low risk of
microbial contamination and/or intended use according to the principles of ISO 29621:20177%" Do you support this new
requirement? If so, do you consider suitable the alternative stated (compliance with ISO 2961:2017)? Please,
provide a reasoned response during the 2™ meeting of the MCP sub-AHWG




2.5. List of questions

Q25 - Section/Aspect Microorganisms identity and hazards -> Stakeholders are invited to provide their
feedback on the new formulation of the sub-sections (i) Identification (v) Hazard/s identification and its
corresponding verification means. Please, provide a reasoned response, especially about the wording used and the
suitability of requiring mandatorily WGS analysis during the 2™ meeting of the MCP sub-AHWG

Q26 — Section/Aspect (i) Identification -> With regard to this new criteria text: “.belong to or be deposited in a
collection of an International Depository Authority (IDA) and be maintained by the culture collection for the authorised
period of the EU ecolabel license. Should the period be extended before the award and/or after the expiry of the
EU Ecolabel license? Do you have other comment/suggestion to improve this clause? Please, provide a reasoned
response during the 2" meeting of the MCP sub-AHWG

Q27 - Section/Aspect (iii) absence of contaminants -> With regard to this new criteria text: “any other micro-
organisms listed in Annex I, section 2. of Requlation (EU) XXXX/XXX(").. Do you support its current formulation
referring to Annex Il of the revised Detergent Regulation (denoted as (EC) XXXX/XX? If not, could you propose
an alternative formulation? Please, provide a reasoned response during the 2" meeting of the MCP sub-AHWG

Q28 - Section/Aspect (iii) absence of contaminants -> With regard to this new criteria text: ‘It must be controlled
that the product is not contaminated with pathogen microorganisms. Altematively, the product should present a low risk of
microbial contamination and/or intended use according to the principles of 1SO 29621:20177°" Do you support this new
requirement? If so, do you consider suitable the alternative stated (compliance with ISO 2961:2017)? Please,

provide a reasoned response during the 2™ meeting of the MCP sub-AHWG
Q29 — Section/Aspect (iv) -> Should the legal text in point (iv) specify the definition of Genetically Modified

Microorganisms (GMMs)? If so, which could/should be the source of such definition? Please, provide a reasoned
response during the 2™ meeting of the MCP sub-AHWG

Q30 — Section/Aspect (v) Hazard identification -> Do you support the current formulation of the draft criteria

text? In addition, would you explicit request consideration of further aspects (e.g. Known virulence factors;

Mobile genetic elements; lifecycle information, Impacts on microbial communities, etc? Please, provide a

reasoned response during the 2" meeting of the MCP sub-AHWG

Q31 - Section/Aspect All -> Do you have any other remarks on any aspect about the draft criteria proposal

not already included within previous questions? Stakeholder are invited to critically assess the whole draft criteria European
proposal and provide a reasoned comments during the 2¢ meeting of the MCP sub-AHWG Commission

*x




3. Next steps +
Any other busine




3. Next steps —

Feedback to questions (Q25 -Q31), if needed. via email (deadline 15/10/24).

The 2" AHWG is scheduled during Q1 2025 (details to be confirmed via email).

The draft criteria proposal for 2" AHWG will be a curated version of the draft
proposal made in this 2" MCP sub-AHWG meeting.




3. Any other business (AOB)

- Please, share any pending feedback, for example, about:

- aspects covered (or not covered!) in the draft proposal presented during this meeting.
- the MCP sub-AHWG and/or the revision process




Thank you for your attention!

Questions?

© European Union 2024
The information and views expressed in it do not necessarily reflect an official position of the European Commission or of the European Union.

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are not
owned by the EU, permission may need to be sought directly from the respective right holders.

Slide/s 5: Detergent and cleaning products icons, source: e.g. Freepik - Flaticon.com (attribution surang)
Slide 5: Safety Helmet, source: e.g. "Designed by rocketpixel / Freepik*
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