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PREFACE   

The Guidance on the Biocidal P roducts Re gulation (BPR ) is t o be applied to applications for 

active substance approval and product authorisation as submitted from 1 Septem ber 2013 , 

the date of applicat ion (DoA) of the Biocidal Product Regulation (the BPR).  

This document describes the BP R obligati ons and how t o fulf il them.  

The scientific guidance p rovides technical scientific advice on how to fulfil the information 

requirem ents set  by the BPR (Part A) a nd how to asses and evaluate the efficacy to establish 

the benefit arising from the us e of bioci dal products and to  prove that it is sufficiently 

eff ective (Parts B + C).  

In addition to the BPR guidance, the Biocidal Products Di rective (BPD) guidance and oth er 

related documents are still considered applicable for new submissions under the BPR  in the 

areas where the re  are  no  BPR guidance or it is under pr eparation. Furthermore these 

documents are still valid in relation to the app lication s for active substance  approval  

submitted  under the BPD that may still be under evaluation. Also the Commiss ion has 

addressed some of  the  obligations in further detail in the Biocides Competent Authorities 

meetings documents which applicants are ad vised to  consult. Please see E CHA Biocides 

Guidance website for links to these documents:  [ https://echa.europa.eu/guidance -

documents/guidance -on -biocides - legislation ].  

Appli cability of Guidance  

Guidance on applicability of new guidance or guidance related documents for active 

subs tance appr oval is given  in th e published document ñApplicabilit y time of new guidance 

and guidance - related documents in active substance app roval ò available on the BPC 

Webpage 1 and for applicability of guidance for product authorisation, please see the CA -

document C A- july2012 -doc6.2d ( final), available on the ECHA Gui dance page [ CA-July12 -

Doc.6.2.d -  Relevance of new gu idanc e].  

 

 

1 Link available under Working Procedures (right column) [ https://echa.europa.e u/about -us/who -we -are/biocidal -
products -committee ]  

https://echa.europa.eu/guidance-documents/guidance-on-biocides-legislation
https://echa.europa.eu/guidance-documents/guidance-on-biocides-legislation
https://circabc.europa.eu/d/a/workspace/SpacesStore/03bce60b-cf04-49aa-8172-e9c6a75205a7/CA-July12-Doc.6.2.d%20-%20Relevance%20of%20new%20guidance.doc
https://circabc.europa.eu/d/a/workspace/SpacesStore/03bce60b-cf04-49aa-8172-e9c6a75205a7/CA-July12-Doc.6.2.d%20-%20Relevance%20of%20new%20guidance.doc
https://echa.europa.eu/about-us/who-we-are/biocidal-products-committee
https://echa.europa.eu/about-us/who-we-are/biocidal-products-committee
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NOTE S to the reader:  

In this document  text cited from the Biocidal Products Reg ulation (EU) No 528/2012 

is indicated  in green boxes . 

¶ This symbol highlights text to be noted.  

Section 5.6 and sub -sect ions  for PT10, PT11 , PT12, PT15,  PT16, PT17  and PT20: 

ple ase refer to the General sections 1 -3 of this guidance and the TNsG.  
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List of Abbrevia tions  

Abbreviation  Explanati on  

AACC 

Internationa l 
American Association of Cereal Chemists  

New name: Cereals & Gr ains Associatio n 

htt ps://www.cerealsgrains.or g 

AATCC American Association of Textile Chemists  and Colorists  

https://www.aatcc.org  

AFNOR French Association for Stan dard isation ( Associ ation Françai se de 

Normalisation )  http: //www.afnor.org   

AFPP Association França ise de P rotec tion des Plantes  

New nam e: Vegephyl -  Associat ion for plant health  

ht tps://www.vegep hyl.fr  

AOAC Association of Official Anal ytical Collaboration (AOAC) INTERN ATIONAL  

http:/ /www. aoac.org   

AS Active su bstan ce 

ASTM American  Society for Testing Materials  (ASTM) INTERNATIONAL  

http : / /w ww.astm.org   

ATCC Ameri can Type Culture Collection  

http:// www.l gcstandards -atcc.org  

BBA Federal Research Ce ntre for Cultivated Plants (Julius Kühn - Institut -  

Bundesfor schu ngsinstitut für  Kulturp flanz en)  

https://www.ju lius -kuehn.de  

BP Biocidal product  

BPD Biocidal Produ cts Directive 98/8/EC  

BPR Biocidal Products R egulation (EU) No 528/2012  

BSI  British Standard  Institution  (BS  standards)  

htt ps://www. bsigroup.com  

CA Compete nt Authority  

o Evaluating CA (eCA) is the Co mpetent Autho rity that evaluates 

the appli cation for an act ive substance approval or an 

application for a Union authori sati on.  

o Receiving CA is th e Com pete nt Authority that rec eive s an 

appl ication for a National Au thorisation.  

CAR Competent Authority Repo rt  

Cefi c European Chemical Industry Counc il  

https://cefic.org /  

CEN European Commi ttee  for Standardis ation  

ht tp://www. cen.eu  

https://www.cerealsgrains.org/
https://www.aatcc.org/
http://www.afnor.org/
https://www.vegephyl.fr/
http://www.aoac.org/
http://www.astm.org/
http://www.lgcstandards-atcc.org/
https://www.julius-kuehn.de/
https://www.bsigroup.com/
https://cefic.org/
http://www.cen.eu/
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Abbreviation  Explanati on  

CEPE European Co uncil of the Paint, Printing Ink, and Arti stôs Colours 

Industry  

https://www.cepe.org/  

cfu  Colony forming unit  

CIP Cleani ng - in-Place 

CSMA Chemical Speci alti es Manufacturers Asso ciat ion  

CT Contact time  

CTBA Technic al Center for Wood and Furniture   

New name : Techno logic al Institute ( Lôinstitut tech nologique FCBA)  

https://www.fcba.fr  

Ctgb  Board for the Auth orisatio n of plan t protection products  and  biocides  

(Netherlands)  

https://www.ctg b.nl  

CV Cri tical value  

DG SANCO  Direct orate -General Hea lth and Consumer Protection  

New name: Directorate -General fo r He alth and Food S afety (S ANTE)  

DI N German Institute fo r St andardiza tion ( Deutsches Institut für  

Normung)  

htt p://w ww.din.de/  

DVG German Veter inary Medical Soc iety (Deutsche Veterinärmedizinischen 

Gesellschaft)  

http:/ / www .dvg.net  

ECDC Europ ean Centre fo r Disease Prevention and Control  

EMA European Medicines Agency  

htt ps://www.ema.euro pa.eu/  

EN European Standard  

EPA United States Environment al Protection Agenc y 

htt ps:// www. epa. gov /  

EPPO European and Mediterranean Plant Protection Organiz ation  

https://www.eppo. int  

ESL Estimated service life  

EU European Union + Norway , Ic eland and Licht enstein  

Please no te the BPR applies to  the  European  Economic Area (EEA) and 

thus all references to the EU in the text should b e und erstood as EEA 

(EU + Nor way, Iceland and Licht enstein)  

FCBA Technological  Institute (Lôinstitut technologique FCBA) 

https://w ww.f cba.fr/  

GLP Good laboratory prac tice  

https://www.cepe.org/
https://www.fcba.fr/
https://www.ctgb.nl/
http://www.din.de/
http://www.dvg.net/
https://www.ema.europa.eu/
https://www.epa.gov/
https://www.eppo.int/
https://www.fcba.fr/
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Abbreviation  Explanati on  

ISO  International Organization for S tandardi satio n 

http://www .iso.org  

KD  Knock down  

KD50  Knock down for 50% of the gro up o f tested animal s 

KT50  Knock  dow n time for 50% of the  gro up of tes ted animals   

LD50  Lethal  dose for 50% of the group of tested anima ls 

lg  Log re duction (the relative nu mber of living microbe s that are 

eliminated  by disinfection )  

l Litre  

MS Malaysian Standard  

https://ikm.org.my/sda/  

OCSPP Office of Chemical Sa fety  and Pollution Prevention  (EPA)  

https://www.epa.gov/aboutepa/ab out -off ice-chemical -safety -and -

pollution -prevention -ocspp  

OECD Organisation for Ec onom ic Co -operation  and Developm ent  

http ://www.oecd.org  

OPPTS Office of Prevention, Pesticides and Toxic Substances  

New name: Office of  Chemic al Safety and Pollution Prevention 

(OCSPP, please see above)  

prEN  Draft Euro pean  Standard  

PAR Product Asses sm ent Repo rt  

PT Product type  

SABS South A frican Bureau of S ta ndards  

https://www.sabs.co.za/  

SANTE Direc torate -General for Health and Food Safety  

RIVM  National Institute for Public  Hea lth and the Env ironment (Net herl ands)  

https://www.ri vm .nl/  

SPC Summary of Product Characteristics  

TNsG Technical Notes for Guida nce  

TVC Total viable count  

UC Use Class  

US EPA United States Environmental Protec tion  Agency  

http:// www.epa.gov/  

VAH Assoc iatio n for Appl ied Hygiene ( Verbu nd für  Angewandte Hygiene)  

http://www.vah -online.de/  

VOC Volatile organic compound  

DWD Drinking  Water Directive  

 

http://www.iso.org/
https://ikm.org.my/sda/
https://www.epa.gov/aboutepa/about-office-chemical-safety-and-pollution-prevention-ocspp
https://www.epa.gov/aboutepa/about-office-chemical-safety-and-pollution-prevention-ocspp
http://www.oecd.org/
https://www.sabs.co.za/
https://www.rivm.nl/
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Glossary of Terms  

Standard term  Explanation  

Algaecide  A product or active substance used to co ntrol (in hibit  the growth) 

or kill algae.  

Algaecida l ac tivity  The cap ability of a  product or active sub stan ce t o produce  a 

reduction in t he numb er of viable algae cells under defined 

conditions.  

Antimicrobial 

product  

A product which prevents the growth of/reduce s the  number 

of/mitigates the gro wth of mic ro -organisms  

Antiseptic  Produc t ï excluding antibiot ics ï that is used to bring about 

antisep sis by destroying  or inhibiting the growth of 

microo rganisms  

Antisepsis  Application of an antiseptic on livin g tissues  caus ing an action on 

the structu re or metabolism of microorganisms to a l evel ju dged 

to be appr opriate to prevent and/or limit an d/or tr eat an infection  

of those tiss ues  

Bacte ricide  A prod uct or active substance w hich  irrevers ibly inactivates 

vegetati ve bacte ria under defined conditions  

Bactericidal 

activity  

The capability of  a product or active s ubstance to produce a 

reduction in  the nu mber of viable bacter ial cells of releva nt test -

organ isms  under defined condit ions  

Bacteri ostatic 

activity  

Capabili ty of a product or active substance to inhibit the growth of 

bacteria under d efined conditions  

Biocidal product/  

Biocide  

BPR Article  3(1)(a ):  

ð any substance or  mix ture, in the fo rm in which i t  is supplied to 

the user , co nsisting of, containing or g enerat ing  one or more 

active substances, w ith the intention of destroying, deterrin g, 

rendering harmless,  preventing the action of, or othe rwise 

exerting a controlling  eff ect on, any har mful organism  by any 

means other than mere  physical  or mechanical acti on,  

ð any sub stance or mixture, generated  from substances or 

mixtures which do not  themselves fall under  the first indent, to be 

used with  the in tention of destroying , de terring, render ing 

harmless,  pre venting the action of , or  otherwis e exerting a 

contro lling eff ect o n, any harmful organism by a ny means other 

than mere physical or mech anical action.  

A trea ted article that has a primary bio cidal f unction shall be 

cons ider ed a biocidal p roduct.  

Biof ilm  An accumulation of mi crob ial cells  immobilised on a s ubstra tum  

and embedded in an organic polym er matrix of microbial origin  

Biostatic product  A product whic h inhibits the growth of micro -org anisms under 

defined conditi ons  
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Standard term  Explanation  

Curative effec t on 

biofilm  

The biocide is added afte r th e biofilm  is formed and acts  on bi ofi lm 

st ability, facilitating the bi ocide interaction with cells ï it may or 

may not act as deterge nt and detach the biofilm from the  surfac e 

Disinfectant withi n 

PT 2, 3, 4 and 5  

A disinfectan t  is a product that reduc es t he number  of micro -

organisms  in or  on  an i nanimate matrix -  achieved by  the 

irreversible action of a product, to  a level judged to be appropriate 

for a defined purpose  

Disin fection within 

PT 2, 3, 4  and 5  

disinfec tion is the r eduction of the number of  mic ro - organi sms in 

or on an ina nimate  ma trix -  achieved by the irreversibl e action of a 

product, to a level judged to be appropriate for a defined purpose  

Skin disinfecti on 

with in PT1  

Skin disinfect ion is the reductio n of the numb er of micro -

organisms on skin , achieve d by the irreversib le act ion  of a  

product, to a level judged to be appropriate for a defined purpose  

Efficacy  The ability o f a product or active substance to  produc e an effect as 

descri bed in the label cl aims made for  it,  when used under actu al 

use condit ions.  

Flow conditi on (fo r 

biofil m)  
Biofilm is formed on supp orts of different nature placed along a 

tube or a chamber where  the medium (inoculated and/or fre sh) is 

circulated in a close d (r eservoir -pump - tubing) or ope n (r eservoir -

pump - tubing -outl et) syste m  

Fungicide  A prod uct or  active substance which irreversibly  inactivates fungi 

(vegetative mycelia, b udding yeasts and/or t heir spores) under 

defined conditi ons  

Fungicidal Activity  The capability of a pr oduct or acti ve substance to produce a  

red uction in  the number of viab le veg eta tive yeast cells and mould 

spores  of relevant test organisms under defined  conditions  

Fungistat ic 

activity  

The capability of a pr oduct o r active substance to  inh ibit the 

growth  of fungi und er defined conditions  

Hygien ic hand 

disinfectants  

A hygi enic h and  disi nfectant is a hygienic handr ub disinfectant or a 

hygienic hand wash d isinfectant  

Hygienic handrub 

disinfectant  

product used for pos t -contamination treat ment  that involves 

rubbing hands , wi thout the addition of  wat er, which  is directed 

agains t tran siently contaminating micro -organism s to prevent 

their transmission regardles s of the resident skin  flora  

Hygienic 

handwash 

disinfec tant  

pr oduct used for post -conta mination treatm ent that invo lves 

washing hands with w ater , which i s directed against transi ent ly 

contaminating micro -organisms to prevent their transmission 

regardless of the resident skin f lora  

Limited spectrum 

virucidal a ctivity  
(see also Virucidal 
acti vity and Virucidal 
activi ty against 
enveloped viruses)  

Limited spec trum viru cidal act ivity is a cla im  for hygienic hand and 

ski n disinfectants using Adenovirus and Muri ne Norovirus as test 

organisms, thus including activity against  the test viruses and all 

enve loped  viruses (see A ppendix 5).  
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Standard term  Explanation  

Log reduction / 

log10  red ucti on / 

lg r eduction  

Reduction  pres ented in a logarithmic scale . Example 1: when a 

disinfection reduces 10 8 bacteria to 10 2 bacteria, this is a lg 

reduction of 6. Exam ple 2: when a disinfection redu ces 5.10 7 

fungal sp ores to 8.10 3 fun gal spores this is a lg r eduction of 3.79.  

Microbes /micr o-

organisms  

bacteria (includ ing vegetative cells bacterial spores and  

mycobacteria) fungi ( including yeasts, moulds and funga l spore s) 

algae, viruses (including ba cter iophages), prot ozoa (includi ng 

cysts an d other perman ent states), etc.  

Mycobacteric ide  A product or active substance  which irreversibly inactivates 

mycobacte ria under defined cond itions  

Mycobactericidal 

activity  

The cap ability of a product or active subs tance to produc e a 

reduction  in the number of viable myco bacterial  cells of  relevant  

test  organisms under defined con ditions  

Neutraliser  A chemical agent or formulation which supp resses the residual 

activity of an  disinf ectant within a test but does n ot i nhibit or 

inact ivate micro -organ isms  

Performance 

sta ndar d 

Regulat ory or sc ientific stand ard for biocides that is eit her 

quantitative or qualitative (that may  also be specified in the test 

method) by which a decisi on is t aken on the acceptability of a 

clai m.  

Preventive effect 

on bio film  

The biocide is prese nt b efore the  biofilm is formed  and ma y act 

both on cell viabili ty and/or on cell adhesion/biofilm matura tion  

Product type (PT )  Product types (PT) are defined i n BPR a nnex V  

Sporicide  A product or acti ve substance wh ich inactivat es dormant bacterial 

spor es u nder defi ned condi tions  

Sporici da l activity  The capability of a product or active substance to produ ce a 

reduction in the number of viable bacterial spores of rele vant test 

organisms under defin ed c onditions  

Spor istatic activ it y  The capability of a p rodu ct to inh ibit the germinati on of  dormant 

bacterial spores un der defined conditions  

Static condition 
(for biofilm)  

Biofilm is formed on supports such as micr oplates  without 

agitation after an inc ubat ion time that d epends on the  m icro -

organism considere d 
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Standard term  Explanation  

Surgical h and 

disin fectants  

A sur gical hand disinfectant is a  surgical handrub disinfectant or a 

surgi cal hand wash disinfec tant  

Surgical handrub 

disinfectan t  

Produ ct used for preoperative treatm ent that involves r ubbing 

hands,  wit hout the addition of wate r, which is direct ed agains t the  

flora of micro -organisms on  hands to prevent the transmission of 

mic ro -organisms into the surgical wound  

Surgical 

handwash 

disinfe ctant  

Product used for preopera tive  treatment that  involves was hing  

hands with water, wh ich is direct ed agains t the flo ra of  m icro -

organisms on hands to  prevent the transmission of micro -

organi sms into the surgical wound  

Treated article  A treated a rticle is any substance, mixture or ar ticl e which has 

bee n treated wit h, or intentionally incor pora tes, one or more 

biocidal p roduc ts  

Tuberculocide  A product or active substance which irreversibly in activates 

Mycobacteriu m tuberculosis  under defined condi tions  

Tuberculocidal 

activity  

The cap abil ity of a produc t or active s ubst ance to irreversibly 

inac tivate My cobacteri um tuberc ulosi s,  demonstrated by the 

capab ility to produce a reduction in the numbe r of viable cells of 

the test organism Mycobacterium ter rae  und er defined conditions  

Virucide  A p roduct or activ e substance w hich irreversibly inactiv ates  

viruses under def ined cond ition s 

Virucidal activity  
(see a lso Limited  

spectrum virucidal 
activity +  Virucidal  
activity ag ainst 
enveloped viruses)  

The capab ility o f a product or active substance to produc e a 

reduction in th e number of i nfectious virus particles  of relevant  

test org anism s under defi ned conditions  

ñFull spectrumò virucidal activity is a claim for biocidal produ cts 

using relevant test organisms  and thu s showing activity against 

the enveloped and non -enveloped v iruses . 

Yeast icide A product or activ e su bstance which irr evers ibly inactiv ates yeast 

under  defined conditions  

Yeasticidal activity  The capability of a p roduct or active substance to prod uce a 

reduction in the number of viable vegetati ve y east cells of r elevant 

test organisms under defined c ondi tions  
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1.  General Intro duction  

Eval uation and Asses sment  

The process of evaluation of active  substance application s is given in Article 8 (BPR) and the 

com mon principles for the evaluation of doss iers  for biocidal p roducts ( incl uding the 

representative bioc idal pro duct in t he co ntext of  the  active substanc e approval ) is given in 

Annex VI (BPR).  

The evaluating or recei ving CA uses the data submitted in  suppor t of an application for 

active substance appr oval or authori sation of a b iocidal product to make a  ris k assess m ent 

base d on the proposed  use  of the (rep resentative) biocidal product . The genera l principles of 

assess ment are given in Annex VI (BPR) and the evaluation is carried out according to th ese 

general princip les. T he eval uati ng body will base its  con clusions  on the o utcom e of the 

eva luation and deci de whether or not the biocidal (represent ative)  product complie s with the 

criteria for authorisat ion set  down in Article 19(1)(b)  and/or whether the active substanc e 

may be appr oved. 

Efficacy data are a  fun damental  componen t in the regulato ry management an d decision 

making process for biocidal pr oducts. Efficacy data are required to establish the bene fit 

ari sing from the use of biocidal products an d mu st be balanced against the r isks their use 

poses to m an a nd the e nvironmen t.  

Authorisation of a biocidal pr oduct will only be granted according to A rt. 19 (1) b of the BP R 

if that product is shown to be s ufficie ntly effective.  

Even for the requirement to l imit the use to  the minimum necessary and the general  

req uirement  of susta inabl e use of bio cidal products ( Art. 17 and 18 BPR), it is crucial that 

the biocide in question s delivers the expected effect.  

The infor mation and data required relevant to the effe ctiveness of th e active subs tance(s) to 

be employed i n bi ocidal p roducts a re ou tlined in An nex II, BPR, tit le 1 No. 6 and 7 and title 2 

No 5 and 6. For biocidal products the data required are set out in A nnex II I, Title 1 No 6 and 

7, and title 2, No 6 and 7.  

These genera l sections at  the beginning of this gu idan ce, (nam ely secti ons 1 , 2 and 3 ) , 

provide a genera l overview for the efficacy evaluation ; t he more specific requi rements  for 

each Product Type (PT) , which  must be met and should be followed in th e fi rst instance, are 

described in the later sections.  

2.  Claims  
 

2.1  Introd u ction  

The eva luation of t he efficacy of a  biocidal product is carried out in order  to determine 

whether the claims made for the activity o f the a ctive substance (within the product) or t he 

product itself, are supported  by suitable efficacy dat a. A claim i s the pre condi tion and bas e 

for efficacy t esting.  

Claims should be comprise d of the  description of the pr oblem and the way it is suggested to 

be s olved by the biocidal treatment. Claims include written information given in for instance 

an active substance dossier , in th e summary of biocidal produc t characteristics ( SPC) , on the 

label of a product  or in produc t -associated leaflets as well as  informat ion provided on a 

formulatorôs/distributorôs web -site. A ll claims should be consistent.  
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Claims can range from simple to  comp lex, depending on the activi ty and benefits the 

applicant wishes to c laim as resulting from  the use of the active substance/b iocidal  product.  

This should include as a minimum  the following information :  

¶ The purpose of the claim  (e.g. prevent the destru ction  of material by insect 

infes tations,  disinfect surface ) ;  

¶ The function  of the product  (e.g. insecticide, wood preservative, di sinfect ant, etc. ) ;  

¶ The (group of) target organisms which will be controlled ;  

¶ The i n-use concentration ;  

¶ The u se condit ions  (e.g . con tact time, temperature, etc. , and area of use ) ;  

¶ The effect which will  result from using the  pr oduct on the target organisms  (e.g. ki ll, 

control, repel, prevent, etc. ) ;  

¶ Any products, organisms or objects to be protected . 

Some examples are avai lab le in the d ifferent claim matrices and PT-specific guidance  

sections .  

However t his basic information can be supplemented by additional claims which further 

describe the effects of the active substance/product where appropriate, such as:  

¶ How quickly  the  effect t ake s place ;  

¶ The duration of the e ffect (residuality) or lifespan ;  

¶ The type s of surface on which the product can be used  (e.g. hard  porous  and non -

porous surfaces, soft wood ) . 

For products used to treat articles, additional information should be pro vided:  

¶ Durabil ity of the effect in relatio n to the expected life -span of the treate d article ;  

¶ Resilience towar ds ageing, weathering or othe r use c onditions as for instance 

washing ;  

¶ Where relevant, leaching/migration data for different materials or differen t use 

con ditio ns.  

All claims made should be supported by data or a suitably robust  scientifically based 

reaso ned case.  

2.2  Label clai ms a nd di rect ion s for use  

The directio ns for use and the claims made for the biocidal product are included in a 

summary of bio cidal pro duct characteristics (SPC)  in acc ordance with Article 22(2) (BPR ) . 

A label  claim is  information which is provided to the user  whic h de scr ibes the biocidal effe cts 

that will result from using a biocidal product under its normal conditions of use (e .g. when it 

is used at the recommended dos e/application rate, by the reco mmen ded ap plication  

method(s) an d in  the appropriate area s, e tc.).  The pr oduct label can only i nclude claims that 

are in line with the authorised uses, as given in the SPC.  

Label clai ms should  be a s specific as possible, or i f more general claims (such as ñfast 

actingò) are made, then th ey should be further clar ifie d on the lab el where possible (e.g . 

ñfast acting ï acts within 5 minutesò). If no clarification is provided, the evaluating 

Compete nt Au thority should ask the appli cant to specify the claim. A ju dgem ent as  to what a 

normal user  wou ld reasonably expect from  the clai m s hould be made. Evaluat ion should be 

made according to this claim and the directions for us e should be taken in to accoun t.  

An application for a product a uthorisation must include a dra ft S PC. 
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Applications for product  fami lies should include the entir e range  of the claims proposed for 

the products within the family.  

3.  General consid erat ions for the de velopment and  
r ep orting of  effi cacy da ta  

3.1  Efficacy  

Efficacy is defined as the ability of a  product to  fulfil the claims mad e for  it when used 

according to th e direc tions for use on the proposed product label  (as given in the SPC): Is 

the product actually sufficiently effect ive again st th e claimed organisms under th e conditions 

specified? The ap plicant mus t provide sufficient i nform ation to clearly specify the field o f use 

of the product. In addition, studies must be provided to demonstrate that the product, when 

used in acco rdance wi th th e use instructions (concentr ation, application method, et c.), is 

suff iciently effective.  

3.1.1  Ef ficac y tests  

The applicant must su bmit st udies which clearly demonstrate the efficacy of the active 

substance/product.  

We distinguish various types of studies:  

¶ Scree ning tests  

¶ Laboratory studi es 

¶ Simulat ed-use tests  

¶ Field tests  

Screen ing tests  are usually not r elated to practical/field con ditions  and are often not 

implemented with the complete product but only with the active substance. Such tests are 

th erefore p rimar ily useful for providing sup plementary information,  for example to 

demonstrate that the con centr ation used is optimal.  

Labora tory st udies  are performed to validate the efficacy in a lab oratory  according to 

criteria defined. These tests permit  to valid ate f or example a level of mortal ity during a 

given time , a knock down (KD )  effect and if need b e the  palatability of the product.  

Simula t ed - use  tests  are more linked to practical/field conditions and can, in some cases, 

be sufficient for demonstr ating the  effi cacy. Simulat ed-use  tests ca n include factors like 

ageing, weathering , UV, washing, etc . Example : For disinfecting products a imed at  

controlling bacteria on hard surfaces, it is sufficient to carry out a suspension test and a 

surface test in accordanc e wit h the relevant EN standards.  

Field tests  provide a good indication of  how the product works  in p ractice/under field 

condition s, to e valuate how the efficacy can be  affected by a variety of factors (the weather, 

population density, natural flu ctuation of th e population over time etc.) . The experimental 

setu p is important in these tests. The resul ts of  the tests should be compared  to the  results 

achieved with a control object which has not been treated or with the situation prior to 

treatment : h owever, i n som e cases it is not possible t o include a control sam ple in field 

tests .  

Screening tests, lab orato ry studies and simulat ed/use  tests m ust always include an 

untreated control without active substance (i.e. a negative control); it is preferred th at this 

is the  formulated product without active substance. Howev er, providing it c an be justified, 
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this can b e, a control with only the so lvent, e.g. water. There are few exceptions to this rule, 

such as the EN disinfection test, and all exceptions should  be justi fied by the methodology.  

Tests sh ould preferably be carried out in accorda nce with standard prot ocols  ( e.g. CEN, ISO, 

OECD, ASTM, etc. ).  If standard protocols are not available or are not suitable for the field of 

use concerned, other methods may also be u sed o n condition that the s tudies  concerned 

have a sound scientific basis.  Preferably, available  standa rd methods should be modifi ed to 

m eet the actual application in such cases.  Ideally,  tests are  carried out in accordance with 

Good Laboratory Pr actice (G LP) o r similar quality assu rance systems (ISO), although this is 

not manda tory for efficacy test s.  

3.1.2  Test  report  

Some standard tests  (e.g. EN tests) contain examples of appropriate reports, which should 

be used as a template. In all other cases t he test repo rt mu st contain the followi ng 

elements:  

¶ introduction  

¶ materials and methods  (e.g. tested product composi tion , conditions of the tes t 

tempe rature, humidity ,)  

¶ tested organisms  

¶ results and raw data  

¶ conclusion/discussion based on criteria defined in gu idance  

The int roduction  must indica te the goal of the test. When a standard test is  used the name 

and/or number  of the test should be state d. The section on materials and methods  must 

provide a complete description of the test method. If an internationally  recognis ed st andard 

method is used , it is  sufficient to provide a brief descriptio n of the test. The pro duct u sed 

and the concentration of  the ac tive substance must be specified. If the name of the product 

tested is not the same as the product for which t he applic ation  is being submitted ( e.g. a 

name used outside the EU or an internal c ompany code for the pr oduct) , the complete 

composition o f the p roduct tested must be provided  in a separate document . The test 

organisms used must correspond to the organism s against  whic h the product is inte nded to  

be used, or they must be adequate repres entatives. For example , if a  product is intended for 

use  agains t bacteria in hospitals, it is not possible to test the product on all possible species 

of bacteria. Instead, four stan dard species of bacteria a re usua lly tested. The conditions 

under which th e negative control tes ts wer e carried out must also be d escribe d (e.g. treated 

with product not containing the active substance, not treated, or treated with water for 

examp le).  

The mater ials and methods shou ld be d escribed well. In case of standard test p rotocols all 

the devia tions should be indicated and just ified.  

The section on the results of the test must provide quantitative data. It is not sufficient to 

present only ta bles or f igure s in which the result s have been processed. The raw data must 

also be  included. In case of repeti tions performed in the test ,  the re sults should also be 

subjected to a statistical analysis , whe n appropriate . At the end of the report, a conclu sion 

must  be p resented. Sometimes, it is n ecessary to discuss and/or present furthe r arguments 

for the co nclusi on. For field tests in parti cular, the results obtained in repeated tests may 

differ. If an explanation is pr ovided for such differences in resul ts, a tes t may  possibly still 

be approv ed.  

Example: In test 1, the product was ñwashed away by rainfallò and wa s therefore not 

effective, b ut test s 2 and 3 do demonstrate the efficacy. In such case the tests can be 
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accep ted and a remark will be made on the  SPC that  the product should not be used w hen 

rain is expected within x hours, beca use this will influenc e the efficacy negatively.  

When ap plying for authorisation all the efficacy tests should be summarised in the PAR. The 

PAR format includes a table. Thi s table s hould  be filled out in a way that  it gives an overview 

of all the efficacy  results. When the tes t is n ot a standard test a short d escript ion of the 

method should be included. The test column ñtest system/concentration applied/ exposure 

timeò should include  all the relevant information on the test, the test parameter (e.g. 

contac t time, temperature, r eplica tes) in way that it can be c ompared  to the intended use. 

The results should be specified (e.g. x% mortality, lg reduction >x) and not just ñtest 

passedò. In so me cases it might be easier to summarise the results in the text inst ead of the 

table (e.g.  fiel d trials).  

Below the table th e tests  should be discussed and an explanation should be given on how 

the test r esults demonstrated the efficacy of t he produc t for  the different uses under us e 

conditions.  

3.2   Resistance  

The topic of re sistance is discussed  in th e general part of the TNsG on  Produc t Evaluation 

(Section 6). Information on resistance should be given for a ctive substances and biocidal 

product s. Additi onall y, in support of the review for each active substance, information on  

resistance is given in the  Competent Authority Report ( CAR) of  this active substance.  

Resistance will be assessed on the basis of exper t judgement.  This section of the guid ance 

will  be u pdated in the future in the light of expe rience gained in evaluation of resistance.  

4.  Activ e subs tance approval  

4.1  Introduction  

According  to Article 4 of the BPR, an active substance must be approved if at least one 

biocidal product containing tha t active subst ance may be expected to meet  the criteria laid 

down in point (b) of a rticle 19(1), and mo re  par ticularly for the context of  this gui dance the 

paragraph (i), which says ñthe biocidal product is sufficiently effectiveò. 

During the review of an active su bstan ce at the active substance a pproval stage, both the 

efficacy of the a ctive substance and of  the  representative biocidal pro du ct are assessed  in a 

relevant matrix . At this approval stage, it is the activity of the active substance which must 

be demonst rated , both in its own right and when formulated into a biocidal product.  

Although a biocidal pr oduc t containing the active subs ta nce is evaluated at the active 

substance approval stage, this part of the BPR process is concerned primarily with the  

efficacy  of t he active substance itself. The purpose of this section  is to provide  guidance for 

applic an ts a nd competent authorities on th e princ iples for evaluation of efficacy at the active 

substance approval stage, and to help determine whether the inf ormation provi ded in an 

application for ap proval of an active substance is sufficie nt for inclusion of th e su bstance in 

the Union list. F or  guidan ce on data requirement see Volume II Part A of ECHAôs guidance 

under the BPR.  
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4.2  General princi ples  

4.2.1  Intended  u se  

When maki ng an  application for approval of  an active substance, the applicant must clearly 

describe the  uses for which the active substan ce is int ended . This information is required to 

allow a proper evaluation of the efficacy to be carried out, and must i nclude, f or ev ery 

product type separately:  

¶ The purpose of the claim (e.g. prevent d estruction of materi al  by insect infestations, 

decreas e risk of  infection by bacterial contamination) ;  

¶ The function of the active substance ( e.g. bactericide, fungicide, rod enticide,  

inse cticide) ;   

¶ The (group of) ta rget organism(s) to be controlled ;  

¶ The ef fects on representat iv e ta rget organism(s) (e.g. attract ing, ki lling, inhibiting) ;  

¶ Any products, organisms or objects to be protected . 

¶ The likely concentration at which the active su bstan ce will be used in products and, 

where appropriate, in treated articl es. This likely conc entrat ion should be 

demonstra ted to be effe ctive according to the requirements described in section 

4.2.2.1.  

In the application, the applicant may choose  to provi de in formation on all of the inte nded 

target organisms at the active subst ance approval stage,  or a representative selectio n. 

Howe ver, in  order for approval of the active substance to be granted, efficacy must be 

demonstrated for at least one main  target o rgani sm (or group of target organ isms , e.g. 

bacteria). Use against additio nal target organisms  m ay be  applied for at the pro duct 

authoris ation stage.  

For active substances used in treated articles, see section 4.5 and sub -section s 4.5.2 and  

4.5.3.  

4.2.2  Evaluati on of  effica cy  

Efficacy of an act ive substance has to be demonstrated both  in part A of the CA R (rela ted to 

the intrinsic efficacy  of the  active substance) and in part B (where the active substance is 

incorporated in a formulated product). Evaluat ion of ea ch pa rt is described below.  

4.2.2.1  Activ e substance effic acy (part A):  

As the tes ting of an active su bstance  is normally carried out usin g the t echnical active 

substance, or a simple dilution of the active substance in water or an appropriate matrix (so 

that the testi ng is carried out in the abs ence of other substances which may affect  the 

efficacy), an e xt ensiv e data package and evaluation  is not  required at this stage.  

However, efficacy studies should be submitted on the active substance, and these data  

should b e cap able of demonstrating the in nate activity of the active sub stance aga inst 

representatives  of the  proposed target organisms at  the co ncentration relevant for the risk 

assessment. For that purpose, innate activity of an active substance could b e defined  as t he 

capacity of an active sub stance to provide a sufficient effect on one or several relev an t 

tar get organisms, for the use co nsidere d.  

The following minimum requirements should be fulfilled to demonstrate innate activity:  
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¶ For main group 1 (di sinfectan ts: P T1, 2, 3, 4 and 5), innate a ctivity is at least a 

ñcidalò activity de monstrated in a susp ension test and has to be demonstrat ed 

agai nst one or more representative target organism(s) for the activity claimed (e.g. 

bactericide, yeasticide), pre ferably a ccord ing to the CEN norms (phase 1 tests and 

phase 2 step 1 test s). Test o rganism(s) should be  that o r those specified in the 

resp ective norm. Phase 1 tests are sufficient for the active substance if a phase 2 

step 1 test is available for the repr esentativ e pro duct. When only specific bio static 

activity (e.g. bacterios tatic, fun gistatic) is cla imed , an ap propriate method  should be 

used.  

¶ For  main group 2 (preservatives: PT6, 7, 8, 9, 10, 11 , 12  and 13 ), innate activity is 

generally a static activity  demonstr ated in challenge tests on severa l and relevant 

target organisms , in the r elevant matrix. Howe ver, if  curative effects are claimed , 

cidal  activity is requested. To demonstrate efficacy against one target organism only 

could also be acceptable in t he case o f a s trictly defined use relevant  for the PT ( e.g. 

the control of Legionel la in cooling water in  PT11). For PT8, CEN norms are ava ilable 

to support efficacy testing and give indications on representative target organisms to 

be tested.  Growth in th e untreat ed co ntrol is essential to show t he validity of the test. 

If the claim is only for a curative ef fect , it is sufficient to show tha t the d ecline in the 

microbial population in the treated samples is statistically significantly more tha n in 

the untr eated con trol samples.  

¶ For main group 3 (p est control: PT14, 15, 16, 17, 18, 19 and  20), innate activit y can 

be demonstrated for one target  organi sm only (for instance, control of mice or 

control of bedbugs).  

¶ For main group 4 (other biocidal p roducts: PT21  and PT22 ), in nate activity is 

generally s upported on a group of organisms (algae, animals, bacteria) a nd  exa mples 

of appropriate target or ganisms  are available in the Efficacy guidance for PT21 and 

PT22.  

When minimum requirements are not met this should b e justifi ed.  

Generally, efficacy data are generated from laboratory tests, performe d by the applicant. 

Nevert heless efficacy data from lite rature could also be acceptable if the application rate, 

target organisms , area of use and the identity of the active  substanc e is described and are 

relevant. If cited literature is used to support a preserving effect it  m ust also show that 

untreated test specime ns supported growth. When curative effects are claimed the cited 

literature must demonstrate the efficacy of t he active  subs tance according to the 

requi rements per PT. The use of cited literatu re should be agreed betwee n the applicant and 

the CA on a case by case basis.  

The level of efficacy demonstrated at this stage of the process need not be high,  as an active 

substance  in a  simple solution may not be as effective as when it is used in a full y 

formulated produc t. For  that reason an active substanc e shoul d still be considered suitable 

for approval if the levels of efficacy demonstrated fulfil  the mi nimum requirem ents abov e. In  

the case where the levels o f efficacy of the active substance alone are lower than expe cte d, 

efficacy tests performed with t he repr esentative product has to show a sufficient/basic 

efficacy, according to the requirements above.  If both are i nsufficie nt, a pproval for the Union 

list s hould not be proposed.  

If no efficacy tes ts with the active sub sta nce itself are available, but o nly tes ts with a 

formulation, a justification has to be given by the applicant regarding the possible i nfluence 

of co - formulan ts on  the efficacy. If the co - for mulants used potentially have biocidal ac tivity, 
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it is essen tia l t o demonstrate that the efficacy  is due  to the active substance and not to the 

co- formulants  ( e.g. a control should be performed with a ll co - formulan ts but wi thout  the 

active substance ) .  

4.2.2.2  Prod uct efficacy (part B):  

Although approval for the Union list is prim arily concerned with the activ e subst ance, 

efficacy data is also required for a representative product. Ideally efficacy data on an 

ex isting biocid al produc t sho uld be submitted. If this is  not possible data on a dummy 

product cou ld be acceptable in  or der to demonstrate that the active  substa nce is capable of 

producing an effect on the target organism and in a relevant matrix according t o the 

propose d use, wh en in cluded in a formulated produ ct.  

However, a detailed evaluation of the  effectiveness of t he prod uct (including an evaluation o f 

the p roposed label claims) is not in all cases required at the active substance approval 

stage. This m ay for exampl e be the case where no  marketed product is  available.  

Nevertheless, the level of ef ficacy (e.g. the ki nd of activity ñbiocidalò or ñbiostaticò) have to 

be consistent with the uses claimed and fulfil  the minimum requirements mentioned in the 

active substanc e part (p art A ).  

4.2.3  Overall evaluation for ac tive substance approval  

It is concluded t hat efficacy data a re requ ired on the active substance, to demo nstrate on 

the one hand the innate activity of the s ubstance (either the technical grade active 

substance or a  dilution  in w ater or a solvent) and on th e other hand the efficacy of the 

represen tative product  agai nst  one  or more of the proposed targe t organ isms. Efficacy 

should be demonstrated in accordance with the use(s) considered in the risk assessment. If 

for some just ified  reasons, the results of the  biocidal product do not completely fulfi l the 

requirements describ ed above, this could still be accepta ble as long as the results of the 

active substance a re sufficient to demonstrate efficacy. The other way aroun d, if the  resu lts 

of the active substance do not fulfil the requirements described above acceptable da ta of t he 

biocidal product may be suf ficient  as long as it can be excluded that the co - formulant s 

contribute to the efficacy of the product.  

Where the lev els of ef ficac y demonstrated are low enoug h to raise concerns by the 

evaluating Mem ber State, the appl icant s hould be asked to justify why the res ult should still 

be considered acceptable. Two speci fic reasons are discussed below: the use of ódummy 

product sô and the cas e of active substances not u sed alone but always in combination with 

other active substa nce s.  

4.2.4  Link to risk assessment  

There i s an es sential link between efficacy testing and the risk a ssessment for human health 

and the environment at the acti ve substa nce a pproval stage:  

¶ Efficacy has to be proven for active substance concent rations used in the  ri sk 

assessment  

¶ Efficacy has to be s ufficie nt for the use assessed in the risk assessment . 

The information on efficacy is relevant in assessing the dose recommend ed fo r the use(s) 

applied for. Th e dose (or the "likely concentration(s) a t which the active sub stan ce will be  

used" as stated in Annex I I 6.4 of the BPR) is the starting point in the exposure assessment 

for human health and the environment.  
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4.3  Activ e su bsta n ces w hic h are not intended to be used in isolation  

This section is develop ed to deal with act ive  sub stances which are not intended  to be used 

as the sole active substance in a product.  

At the active substance approval stage, the following should b e demonst rated :  

¶ in part A  (dedicated to th e active substance), the innate activity of the active 

subst anc e should be demonstrated against t arget o rganism(s) relevant for the field of 

use envisaged.  

The evaluation should demonstrate that the active substanc e is capa ble o f producing an 

effect on its  own or when formulated into a very simpl e product. Due to t he absence of 

the other active substa nce(s),  the formulation may have only a limited, rather than 

broad based, spectrum of activity , or a lower level of e fficacy.  

Evalu ation of the data will be do ne on a case by case basis.  

Some examples  where limited effi cacy could be acceptable:  

¶ for wood pr eservat ives with fungicidal activity where different fungicides are active 

against different groups of target fungi a nd theref ore t wo or more fungicides would 

be included in a product to produce the f ull s pectrum of ant ifu ngal  activity;  

¶ for insecticides th at are used in combination with other active substances to improve 

the insecticidal performance of the latter as they  exert a syner gistic effect;  

¶ for insectici des used in combination with a co- formula nts (e.g. booster) tha t  is not 

itself an active substanc e;  

¶ the active substance is used in combination with another active substance.  

However, an appropriate argumentation i s always requi red in order to justify situ ations 

with a more restricted level of ef ficacy. The minimum  requir ements in section 4 .2 have 

alw ays to be fulfilled.  

¶ in part B  (dedicated to the accompanying/representative product), the efficacy of a 

product wher e the act ive s ubstance is formulated in co mbination with other (active) 

substances should be demonstra ted  aga inst target organism(s) releva nt for the field 

of use envisaged.  Relevant efficacy tests should be used and structured to allow 

evaluation of the c ontributi on of  the active substance to the  overall efficacy. This is 

particularly i mportant if effica cy d ata  have not been submitted in par t A.  

Efficacy data packages for formulations containing two or more active substances are not 

fully suitable for dete rmining t he ac tivity contribution from the  active substance under 

evaluation. For t hat reason great a tten tio n should be paid to justify the  cont ri bution of 

the active substance under evaluation to the total efficacy of the product. I nformation 

about the mo de of act ion/f unction of the other active substances present in the product 

is also  requested.  

The su bmit ted  data should allow the definiti on of a n effective concentration (i.e. the 

concentration of active substance at the efficient application rate of the  product)  that  can 

be used for the risk as sessment  (specified per use) . If in part B a formulat ion is  

int rod uced with additional co -active substan ces, this formulation will only be considered 

for efficacy testing and for setting a likely in -use concentrati on of the  acti ve substance, 

not used in is olation.  
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A statement should be added in t he BPC opini on in orde r t o stress that the active 

substa nce is intended to be used in combination with other active substances or 

synergists .  

4.4  ñDummy prod u ctsò 

A ñdummy productò is a produ ct that is not fully formula ted. It is not intended to be placed 

on t he market.  

In ord er t o s atisfy the requirement of the B PR, a d ossier of an active substance for inclusion 

in the Union list (or in Annex I of active substances referred to in Articl e 25a  of the BPR) 

may  be accompan ied by such a product as the associated b iocidal prod uct. T o th e e xtent 

possible, data from real product s are nevertheless recommended.  

While some dummy products may be very similar to a fully formulated product, o thers may  

be a  very simple formulation tha t bears little resemblance to the product  which will finall y be  

placed on the market. The latter may be used where the applicant has limited experience in 

formulating products, for example by applicants who only ma nufacture  acti ve substances.  

At the activ e substance approval stage, the following  should be d emonst rate d:  

The evaluation should demonstra te that  the active substance under evaluation is capable of 

producing an effect when formulated into a very simple pr oduct (ac tive substance alone or 

diluted i n a solvent) and to define an application  rate, which  is co nsis ten t with the intended 

use(s) clai med by the applicant, and that can be used for the exposure assessment.  

If a dummy product is used, a more restricted  level of  effi cacy could be acceptable if an 

appropriate and detailed justification  is given by  the a ppli can t. However, the minimum 

require ments m entioned in section 4 .2 have always to be fulfilled.  

4.5  Acti ve s ubstances used in treat ed  ma t eri als and treated artic les  

Treate d articles have been include d into the biocides legislation on 1 Sept ember 2013 w ith 

th e BPR ( Biocidal Products Regulation). This re quires different considerations and testing 

approaches as compared to the previous legislation, BPD. 

Guidance on t reat ed art icles is further addressed i n section s 5.  3 and 5.4.6 . 

4.5.1  Efficacy asses sment for active s ubst anc e approval  

For biocidal product s place d on the market in the EU, the authorisation requirements of the 

BPR apply, including testing efficacy. For tr eated art icles  imported into the EU, there  is only 

the active substance approva l st age to test effica cy. In this respect, it is particularl y 

impor tant to evaluate and assess use in treated articles at the active substance approval 

stage.  

Where claims to tr eat artic les a re made for active substance  or biocidal products, efficacy 

data to s upport these claim s ha ve to be submitted (see Annex II, Title 1 , 6.6 and Annex III, 

Title 1, 6.6 and 6.7).  If claims are made on active substance level, efficacy assessment of 

the us e in treated articles has to be p art of the active substance evaluatio n.  

4.5.2  Efficacy assessment  for  ac tive substance s in specif ic PTs  

For ac tive substances notified for certain PTs it is obvious that they are mainly , or 

exclusively used , to treat art icles /mat erial s as for example for PTs 6, 7, 8, 9, 10  (Main group 

2) . Thus, eff icacy testing with res pect  to  use to treat articles /material s, is a  natural part of 

the active substance evaluation. In such cases use concentrations and standard use 
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conditions  for use in tr eated articles have to be ta ken into account in assessing efficac y. T he 

biocidal functi on o f t he PTs within Main group 2 is u sually protection of specific materials 

from biodeterioration, in some cases odour prevention. The state of the artic les treat ed ca n 

be solid or liquid. The us e conditions can be dry, humid or wet , wh ich can be quite c ruci al for 

the release of the active s ubstanc e out of the matrix. Thus, the representative product 

should show the claimed effect(s) in the range of uses a nd use co nditi ons which are 

described and in the type of matrixes applied for. Use conditions like ag eing , w eathering or 

washing should be simulat ed as appropriate, to demonstrate the duration of the effect in 

relation to the life - span of the article treat ed.  

Activ e sub stances notified for PTs 1 -5 (Main group 1) are usually used in (liqu id) biocidal 

produ cts as for instance hand disinfection or surf ace disinfection products. These products 

are clearly considered biocidal products. But sometimes active subst ances bel ongin g to PTs 

2, 3 or 4 are incor porated into textiles and other soli d mat erials ; the protec tion  of  the 

material itself is not int ended, but a new property is introduced to an article, intended to 

protect its user. For such claims, testing is part icularly chall enging and the specific 

cond itions of use have to be considered when designing the effi cacy  te sting. Please read 

more about h ow to d esign such tests in section 5.4. 6. At active substance level, the 

representative product should show the claim ed effect (s) i n a range of uses and use 

conditions which are described and in the t ype of matrixes ap plie d f or. Particularly the wet 

state of the use conditions (dry, humid or wet) needs to be taken into account, as this is 

crucial for the release of the a ctive sub stanc e out of the matrix and thus  for the efficacy of 

the representat ive p roduct. Furthermor e, u se conditions like ageing, weather ing or washing 

should be simulated as appropriate, to demonstrate the duration of the effect in relation to 

the life -span of t he ar ticle treated. Use condition s for which no efficacy of the repre senta tive 

product could  be dem onstrated must  be excluded from  the ap proval as appropriate.  

Active substances belonging to PTs 18 and 19 and used to treat (solid) articles can hav e 

differe nt pu rposes. The treatment can be  intended to protect the material (f or in stance a 

carpet tr eate d w ith an insecticide to prevent m oth dam age) or it can be intended to protect 

humans or animals against insects (for instance clothes treated with a r epellent) . Aga in, in 

the latter case it ha s to be carefully considered whether  such  a product fulfils  the  definition 

of a biocidal product and has  to undergo an authorisation procedure. At the active substance 

approval stage, any claims made should be demo nstrated with appropriate efficacy tests o n 

the representative product, taking  into  account the speci fic con ditions of use (e.g. regular 

wa shing f or clothes) and the availability of the active substance to the target organisms, 

which can differ in differen t matrice s.  
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5.  Prod uct authorisation  

5.1  Evaluat ion of efficacy at product authorisation stage  

The Product Auth ori sation stage is the point in th e evalu ation process where the efficacy of 

the biocidal product should be looked at  for the full range of claims made . More te st 

or ganisms or different uses ca n be relevant as compared to active subst ance approval . At 

this  st age, it is not the properties o f the a ctive substance which are of interest, but instead 

the properties of the fully formulated product, which may c ontain mo re th an one active 

substance.  

Therefore, this is the stage at which a  full  evaluation of the  eff icacy of the formulated 

product sh ould be  carried out, and where the efficacy is evaluated in relation to the label 

claims made for the product. This e valuation  shou ld include all relevant targ et species (or 

representative species), t he effects of usin g th e p roduct, the duration and speed of effe ct  

(including ageing and weathering if relevant) , any claims for residual action, together with 

any other spec ific clai ms.  

At biocidal product authorisa tion  stage , the applicant must clearly de scribe the uses fo r 

wh ich  the product is intended when i t is us ed under normal conditions, at the appropriate 

application rate and in accordance with the use instructions.  

This infor matio n is required to al low a pro per evaluation of the efficacy to be carr ied out, 

and must incl ude , for every product type separa tely:  

¶ The purpose of the biocide  (e.g. prevent destruction of material by insect 

infestations, decrease of bacterial contamina tion  on surfaces ) ;  

¶ The f unction o f the product  (e.g. bactericide, fungicid e, rodenticide, in sect icid e) ;   

¶ The organism(s) to be con trolled ;  

¶ The effects on representative target organism(s)  (e.g. attracting, killing, inhibiting ) ;  

¶ Any products, organ isms or o bject s to be protected ;  

¶ The conce ntration at which the active substance wi ll be used (t he us e co ncentr ations 

for different targets  should  be stated for each use and method of application, if 

appropriate. Applicants should also indicate if the use concentra tions  should be 

different in diff erent parts of EU) ;  

¶ Description of the  instructions  of use s. 

At  the p roduct authorisation stage, efficac y must be demonstrated against all claimed target 

organisms. Use against additional target organisms (i.e. whi ch were n ot su pported at the 

active substa nce approval stage) may be applied for at  this stage.  

For b ioci dal pr oducts used to treat article s,  it i s important to categorise possible wide ranges 

of uses into sets of similar materials and use -conditions. Plea se see se ction s 5.3, 5 .4.2 and 

5.5 for mor e details .  
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5.2  Product families  

 

NOTE to th e reader:  

This se ctio n cont ains some information develo ped in accordance with CA -Nov14 -

Doc.5.8  that is now obsolete. This will be revised at the next update, but in the 

mea ntime, re aders  should use the information from this section  in conjunction with 

the  CA-July19-Doc4.2-Fina l -  Note for Guidance i mplementing  the concept of the 

biocidal product fa mil y2 and BPC -37  -  Harmonized approach to determine a worst -

case (or a represe ntative) test product to be taken into acc ount for efficacy core 

assessment for a d isinfectant BPF 3 
 

5.2.1  Ba ckgrou nd  

A product family is a gro up of p roducts with the same active substance(s) and similar use, 

but small differences in the formulation, which do not signi fican tly reduce the efficacy of t he 

product s.4. When authorisation is requ ested for a produc t fa mily e fficacy should be 

demonstrat ed for the whole group but n ot necessarily of each product. A product family can 

be divided in to  different  meta -SPCô,  and all produ cts in the meta -SPC have the  same hazard 

and precautionary statements . However, it is a lso possib le that extra meta -SPC's sho uld be 

added because of t he efficacy assessment (e.g. some products in the family are not 

efficacious for some uses).  It shoul d thu s be noted that the efficacy  evaluation of the 

product family should be made in conjunc tion  with the other parts of the evalu ation ( e.g. 

ENV, HH and p hys -chem) and that an overall assessment of the division into meta -SPCôs 

should be made taki ng all ar eas i nto account. This guidance i s specifically aimed at an 

evaluation of differences in eff icacy clai m, which could lead to certa in stru ctures of the BPF 

and meta -SPCôs. Therefore, some of the following examples could result in other structures 

of the met a-SPCôs when environment , human h ealth  and phys -chem are taken into accoun t.  

5.2.2  Worst case test ing  

The BP F concept allows read -across  of dat a between similar products within and across 

meta -SPCs. Efficacy tests must be performed on the product with t he lowest  conc entration 

of the active subs tance, under the worst -case circumstances . The influence of  the  co-

fo rmulants on the efficacy sho uld be taken into account.  A justification should be given for 

the product and circumstances taken.  

Tests and criteri a for tes ting the efficacy of products in a family are the same as for single 

produ cts. For the data requ iremen ts and test criteria, please  see th e specific sections per PT.  

Applicants need to ensure that all products within a family ha ve been supported, i n terms o f:  

¶ ta rget organisms ;   

¶ concentrati ons/application rates ;   

¶ contact time;  

¶ inf luence of the co - formu lants ;  

¶ application methods ;   

 

2 See CA-July19 -Doc4.2 rev2  

3 See BPC-37  

4 See Article 3 of the BPR for the full definition of a BPF . 

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/b56095a5-a602-4c4e-b2df-28ba1b6aedc3/details
https://echa.europa.eu/documents/10162/17158508/harmonised_approach_determine_worst_case_bpf_agreed_bpc_37_en.pdf/fe89b681-087a-a0de-8c61-573b039a9de8?utm_source=echa-weekly&utm_medium=email&utm_campaign=weekly&utm_content=20210120
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32012R0528
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¶ field  of use /use condit ions ;  

¶ other label claims ;   

¶ formulations ;  

¶ any other relevant information . 

Table 1 : Ex ample  re ad y - to - use disinfectants with /without  pre - cleaning * .  

 Family A  
Concentration AS: 1 -4%  

 meta  SPC 1  meta  SPC 2  

 Product 1  Product  2  Product 3  

concentration AS  1%  1%  4%  

target organisms  bacteria  
yeasts  

bacteria  
yeasts  

Bacte ria  
yeasts  
viru ses 

use condi tio ns apply after pre -
cleani ng  

apply afte r pre -
cleaning  

apply with out  cleaning  

Colour  1 2 1 

NOT ES to Table 1  
In this exampl e, one worst -case  for efficacy cannot be identified. Product 1 should be tested against bacteria 
and yeasts under cle an condit ions (also supporting product 2),  and product 3 should be tested against 
bacteria, yeasts vi ruse s, und er dirty conditions.  

Since t hese ar e all ready - to -use products, and presuming that 1% is not efficacious against viruses, product 1 
and 2 should be in a d iffer ent meta -SPC than product 3 since they are not efficacious against vi ruses. The 
meta -SPC of  produ cts 1 and 2 will state as ta rget or ganisms bacteria and yeasts and the meta -SPC of product 
3 bacteria, yeasts and viruses.  

*  In the examples, onl y the inf ormat ion given in the table is ta ken into account for the deviation in met a-SPCôs, 
presumi ng  tha t all other factors are the same f or the different products or of no influence. In practice , other 

factors relating to the products will also need to b e taken i nto a ccount.  

In some cases it is not possible to identify one worst -case scenario for a co mb inat ion of  

products and use conditions : where  such a single ñworst -caseò scenario at meta -SPC level 

cannot be identified, an assessment of the minimum effi cacy leve ls th at might be relevant 

for the  uses covered by a meta -SPC has to be per formed. For inst ance, the fa mily contains 

products (1) a nd (2) with low active substance (AS) concentration which will be used as 

disinfectant under clean conditions and onl y for the  cont rol of bacteria and yeast, w hile 

another product (3) with a higher co ncentration of A S is u sed un der dirty conditions for the  

contro l of bacteria, yeast s, and viruses. Product (1) and (2) will not be sufficiently 

efficacious against viruses, so it can not b e used to demonstrate effica cy for all the uses. In 

this family, prod uct (1) should b e test ed und er clean conditions against bacteri a and yeast s 

(and cover product (2)) and product (3) should be tested under dirty conditions against 

bacteria and yeast s and  viruses (see Table  1). Test s done for a product in one meta -SPC 

can,  where relevant, b e us ed to support a claim for a simila r produ ct in a different meta -

SPC, provided  that variations in co - formulants have no influence on efficacy. Justifica tion 

may need to be provided to allow read -across.  
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In some product families se veral  combinations of p rodu cts an d uses should be tested, to 

demonst rate efficacy for all combinations of products and use conditions (see Tables 2, 3, 

and 4).  

Table 2 :  Example  con centrated disinf ectan ts  

 Family B  
Concentration AS: 10 -40 %  

 

meta SPC  
Produ ct: 10 -40%  AS 

Dilute product to use co ncentra tion:  

bacteria: 1% AS  
fungi: 1% AS  

viruses: 4% AS  

 Product 1  Product 2  Product 3  

concentration AS  10%  20%  40 %  

target  orga nisms  bacter ia 
fungi  

bacteri a 
fun gi  

Bacteria  
fungi  

viruses  

NOTES  to Ta ble 2  
In this ex ampl e, all  products are concentrates t o be di luted before use. The applicant only claims efficacy against 
bacteria and fungi for product s 1 and 2 and in ad dition vi ruses  for product 3. Presuming al l products only differ in 
the concentrati on active substanc e, t esting  can be done with either of the pro ducts at use concentration: product 
diluted to 1% active substance should be tested against bacteria and fungi , and pro duct diluted to 4% active 
substan ce should be tested against viruses.  

Sinc e all concentrated  pro ducts can be diluted to an efficac ious co ncentration, when used according to the 
instructions on the meta -SPC, all products can be in one meta -SPC. 

Tab le 3 : Example surf ace dis infe ctants re ady - to -use: more PTôs 

 Fa mily C  
Concent rati on AS:  10%  

Option 1  
meta SPC 1  

Use #1: P T3, bacteria, fungi  

Use #2: PT4, bacteria, fungi, viruses  

Option 2  

meta  SPC 1  

Use #1:  
PT3, bacteria,  fun gi  

m eta SPC 2  
Use #2:  

PT4, bact eria, fungi, 
viruses  

 Pr oduct 1  Product 2  Product 3  

conce ntration AS  10 %  10 %  10%  

target organisms  bacteria  

fungi  

bacteria  

fungi  

Bacteria  

fungi  
viruses  

PT PT3 PT3 PT4 
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NOTES  to Table 3  
In this example all products are ready - to-use and  have  the same use concentration,  they only have a different 
use claim  (i. e. same use in dif fere nt PTs ) . It is presumed that the p roducts  only slightly differ in their 

composition and that it is demonstrated that this does not influence the effica cy. In th is ca se, either of the 
products c an be tested under worst -case  conditions (justification sho uld be giv en that PT3 soiling and 
temp erature  is the worst -case ). A representative product should be tested against the specified bacteria and 
fungi requir ed for PT 3, an d against the specified bact eria and viruses required for PT 4. Since the fungi that hav e 
to  be te sted for PT3 and PT4 are ide ntical,  one test performed under the worst -case conditions is sufficient.  
Since this meta -SPC can be split into 2 use s, one fo r PT3  and one for PT4, and all pr oducts are efficacious 
against all uses, it is possible to put all th ree products in one meta -SPC, (opti on 1). All possible products in this 
meta -SPC will be efficacious against use #1 and use #2. Efficacy against viruses i n PT3  is not demonstrated, 
howeve r, since this is not in one of the uses i n the meta -SPC, th is i s acce ptable. On the product label  only t he 
specified uses, combination of PT and target organisms can be claimed. However, an applicant might consider  it 
easie r to split the family in to  2 meta -SPCôs, one per PT (option 2). 

Table 4 :  Examp le insecticide: take target organis ms and application method into 

account.  

 Family D  
Concentration AS: 1 -4%  

 
meta  SPC 1  

Conc. AS: 1%  
meta  SPC 2  

Conc. AS:  1%  
m eta SPC 3  

Conc. AS: 4%  

 Pro duct 1  Produ ct 2  Prod uct 3  

concentration  AS 1%  1%  4%  

targ et o rganis ms  moth  moth and mosquitoes  Ants  

application method  paper in wardrobe  electric device in 
wardrobe or room  

bait box with sugar  

NOTES to T able  4  
In this e xampl e, one worst -case  for effica cy testing cannot be identified and all p roducts should be test ed for  all 
target organisms and us es.  

All three products should be in different meta -SPCôs because of the different application methods and 
organisms.  

When a f amily  contains more th an one acti ve substance it might not be sufficient t o test the 

product s to  be au thorised in a meta -SPC, in s ome cas es it is necessary to test a ódummyô 

product to cover all products in one meta -SPC (see Table 6). Alternativel y, they c ould be 

authorised in separate me ta -SPC. 

5.2.3  Take formulati on types  and chemic al com position int o ac count  

While the active substance i s the m ost important constituent for the efficacy of a biocidal 

product, the effect of the formulation of the product  on the e ffica cy must also be taken into 

account. Therefore, justification should b e given for the pr oduc t used  in the test, taking into 

account t he formulation. If the product con tains more than one active substance, the 

combined effect between different active su bstan ces will be considered.  

In t he case of products having different form ulation types (e.g . wettable  powder and water 

dispersibl e granu les for PT18), bridging studies wi th these products can be used to 

substantiate that the products are equivale nt in ter ms of  their efficacy. Bridging st udies 

should involve worst -case  circumsta nces (after approp riat e just ification).  

Depending on the  influe nce of the ingredients (chemical c omposition) on the efficacy either 

the product with the lowest concentration  of all t he in gredients should be tested o r several 
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products, together including th e whole spectrum o f th e form ulations, should be tested ( see 

Tab le 5).  

5.2.4  Allowing for the addition of new products  in a family  

In general , the ( meta - )SPC(s) of a family will gi ve a rang e for  the concentration of the ac tive 

substance(s) and co - formulants. Afte r authorisation of  the  famil y it is possible to add new 

product s to the family, as long as their composition falls into the range for the ( meta - )SPC. 

For these new products , no evalu ation  will be done. Therefore, ef ficacy testing should be 

done in such a w ay that efficacy a gain st all  possible new products will be demo nstrated.  

For instance, in t he example in Table 5, a new product with 70% active substance and the 

lowest conc entration  of b oth acids could be added. Ef ficacy of this product should be 

demonstr ated, or the two p rodu cts sh ould be put into different m eta  SPCs. Another example 

is explai ned in Table 6.  

Table 5 : Example disinfectant: take fo rmul ation int o acc ount.  

 

Family E 
Concentratio n AS: 70 -85 %  
Concentrati on acid 1: 1 -4%  
Concentra tion acid 2: 2 -5%  

Option 1  

meta SPC 1  
Concentra tion AS : 70 -75%  

Concentration acid 1: 1 -4%  
Concentration acid 2: 2 -5%  

meta SPC 2  

Option 2  meta  SPC 1  meta SPC 2  meta  SPC 3  

 Produ ct 1  Product 2  Pro duct 3  

ta rget organi sms  
bacteria  

fungi  
bacteria  

fu ngi  

bact eria  
fung i 
vi rus  

Active substance  70%  75%  85%  

Acid 1  1%  4%  1%  

Acid 2  5%  2%  5%  

NOTES  to Table 5 :  
In this example , both acids are pH regulators. It is presumed th ey are no t con sidered active substances in  this 
formulation (in some cases this sho uld be demonstrate d wi th tes ts), however, both acids mig ht enha nce the 
efficacy to some extent (i.e. formulation effect). Sin ce it cannot be ruled out that there is a differ ence in e ffect  
between these two acids, th is should be taken into a ccount in the ef ficacy testing.  

When p roduct s 1 and 2 are placed in one meta -SPC (option 1) it should be considered that it is possible to add 
a new product in this meta -SPC with 1% acid 1 and 2% ac id 2.  In that case it is not suff icient to test product 1 
(with the lowest  concentration AS) , but a ódummyô product should be tested, w it h 70% AS, 1% acid 1 and 2% 
acid 2.  

To prevent testing with ódummyô products, it might be easier to place products 1 and  2 in  separate meta -
SPCôs, without a range for the acids  (option 2). Also in that case, read -acr oss be tween product s 1 and 2 is 
no t pos sible. Both product s 1 and 2 should be tested, to rule out the effect of the formulation with different 
acid con centratio ns.  

I n all cases , product 3 shoul d be tested against viruses, and put in a  different meta -SPC (a ssumin g 85% is 
necessary for virus es). The test with product 1 or the ódummyô product can be used to demonstrate efficacy 
against bacteria and fungi fo r meta -SPC 2 ( product 3).  
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5.2.5  Deviation i n  me t a SPCôs 

When dividing a product family in  meta -SPCôs, it must b e take n into account that all 

(pos sible n ew) products will be efficacious for all uses, target organisms, etc. Worst -case  

testing must make sure that a ll possib le ne w products will be efficacio us. Where 

needed/possible new meta -SPCôs should  be made for  a d iffere nt group of target organisms , 

a dif ferent use, different application method, etc.  

This means for the example family in Table 4, that all product s should be in  a different 

meta -SPC.  

In T able 1 product s 1 and 2 should be separat ed fro m product 3,  because t hese are not 

efficacious aga inst vi ruses and therefore not against all target organisms in this meta -SPC.  

However, in some cases it might be pos sible to not d eviate in more meta -SPCôs but give a 

good description in the meta -SPC, making sure that  all  produ cts will be efficacious. For  

instan ce, in the examples in Tables 2 and 3, which are very similar to Table 1 , the product 

with a virus claim can b e in the same meta -SPC. This is acceptable  because all possible 

products are effica cious when used ac cord ing to  the use description in the meta  SPC, either 

because all products can be diluted to an efficacious dose, or  by making separate use 

numbers. In th ese cases , som e of the products in the met a-SPC have a limited claim (i.e. 

fewer or ganisms, fewer PTôs).  

When t he different uses result in a too c omplicated meta -SPC, with several different use 

numbers, it is better to divide such a meta  SPC in simpler met a-SPCôs. 

When dividing into meta -SPCôs the applicant must make sure that the text i n the meta -SPCôs 

is un ambigu ous, and consider that no pr oducts can be added to the family that have not 

been supported in the efficacy testing (see Tables 3 and 4).  

Table 6 : Example an ti - foul ing product: Dif fere nt ratios  of two (or more) active 

subst ance s.  

 
Fa mily  

Concentration .AS 1: 5 -10%  
Concentration .AS 2: 2 -7%  

Option 1  
meta  SPC 1  

Concentration .AS 1: 5 -10%  
Concentration .AS 2: 2 -7%  

Option 2  
meta  SPC 1  

Conc.  AS 1 : 10%  
Conc.  AS 2: 2 %  

me ta  SPC 2  
Conc.  AS 1: 5%  

Conc.  AS 2 : 7%  

 Produ ct 1 RTU  Prod uct 2  RTU  

targ et organisms  Macro fouling  Macro fo uling  

Active substance 1  10%  5%  

Active substance 2  2%  7%  

NOTES  to Table 6 :  

In this example testing product s 1 and 2 is no t sufficient to cover the wo rst -case situation of this  family . The wo rst -
case would be a pr oduct 5% active substance 1 + 2% a ctive s ubstance 2. Assuming variation of co - formulants ha s 
no impact on efficacy, this ódummyô product should be tested to dem onstr ate efficacy for this family  when it consists 
of one meta -SPC (option  1). Alternatively , pr oduct s 1 and 2 can be put into dif ferent meta -SPC (option 2), and 
efficacy test s using prod ucts  1 and 2 can be provided  
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5.2.6  Minimum concentration needed  

Whils t  read y- to -use products authorised on t heir own are evaluated on their merits an d not 

in compariso n to  othe r products, this is not the c ase in a product family. Since all products 

are presented at the same time comparison can be made. The BPR Annex VI a rt. 77 of  the 

common principles state: the  recommended dose is the m inimum necessar y to achieve the 

desir ed ef fect.  

For historical reasons , it is possible that products on the market in one EU country contain a 

higher concentration of AS than another produ ct with t he sa me intended use in another 

country. When this is the c ase the applica nt should request auth orisa t ion for the products 

with th e lowes t concentration of AS or give a good justification why it is relevant to have 

different formulations.  

It shoul d be cons ider ed that there may be other  pr oduct s on the market which  contains a 

low er concentration o f AS  and is efficacious for the same i ntended  use.  

5.3  Treated articles  

 

NOTE to the reader:  

This section concerns treated articles and should be read in con junc tion with the C A 

Note for Gu idance ñFrequently asked ques tions on treated artic lesò, CA-Sep t13 -

Doc.5. 1.e , R evision 1 December 2014 5.  

Article  3 Definitions  

1. For the purposes of this Regulation, the following definitions shall apply:  

(a) óbiocidal productô means  

 -  any substance o r mi xture, in the form in  whi ch it is supplied to th e user, con sisting  

of,  conta ining or generating one or m ore act ive substances, with the intention of 

destroying, deterring, rendering harmless, preventing the action of, or  oth erwise  exer ting  a 

controllin g ef fect on , any harmful orga nism by a ny means other  than mere physica l or  

m echa nical action,  

 -  any substan ce or m ixture, generated from substances or mixtures which do not 

themselves fall under the first indent, to be used  wit h the inten tion  of destroyin g, 

deterrin g, rendering h arml ess, prev enting the act ion of, or otherwi se e xe rtin g a controlling 

effect on, a ny harm ful organism by any means other than mere physical or mechanical 

action.  

A treated article that has a primary  bio cidal funct ion shall be cons ider ed a bi ocidal product .  

(l) ótreated articleô means any subs tance, mixt ur e or  article which has been trea ted wit h, or 

intentionally  incorporates, one or more biocidal products.  

A treated article according to Article 3(1)(l ) of the BPR is any substance, mixture or article 

which has been treated with or in tentionally incorp orat es one  or more biocidal products. A 

bioci dal product, in contrast, is any substance or mixture with a biocidal function . Pursuant 

to Article 3(1)(a) a treated a rticl e with a primary biocidal fu nction is considered a biocidal 

product.  

Liquids fulfil the  sub st ance  or mixture definition.  Consequentl y, liquids may only be 

considered as treated articles if they do not intend to control any harmful organism. I n 

contras t, so lid treated articles are def ined by their shape and function rather t han by their 

 

5 CA-Sept13 -Doc.5.1 .e.Rev1  

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2ecf9727-0b6e-4980-9d5f-12d8324153c9/details
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chemi cal compos ition. Thus, solid trea ted a rticles  fulfil the definition of a biocidal product if 

they have a primary biocidal function.  

The term ñprimary biocidal funct ionò is not further defined in th e BPR, but in the CA 

document,  it is desc ribed as ña biocidal f un ctio n of the first rank, im porta nce, or  value 

compared to other func tions of the treated articleò. 

A biocidal product, in contrast, is any substance or mixtur e wit h a biocidal function . 

Conse quently, efficacy testing and assessment is not principally  dif fe rent  for biocidal 

products and t reated articles. Both categories can take different forms (liquid, solid) and can 

concern different materials. In bot h cases , effic acy has to be shown for norm al conditions of 

use and against an untre ated control. The untr eated control should demonstr ate t he 

prob lem which is to be solved by the biocidal treatment.  

Thus, considering the different product types for PTs 1 -4, the fol lowin g examples would be 

consider ed as biocidal products and not treated a rticles. For PT 1 or 3 , disi nfecting wipes 

would be  rega rded as  biocidal products 6. For PT2, paints and coatings intended to prevent 

microbial settlement and growth in order  to provi de a hygienic environment would l ikewise 

be regarded as biocidal products 7. Other PT 2 appli cati ons th at could fall under e ither 

category , depending on their primary function could  include for instance textiles, tissues, 

masks, or other articles o r materia ls in  which a biocidal product ha s been incorporated with 

the purpose of a dding disinfecting  pro pertie s to these articles a nd mate rials. For PT 4, 

examples are materials or articles which come into contact with food or feed and are treated 

with or  incorpor ate a  biocide; whether such artic les are to be regarded as biocidal produc ts 

again depends o n th ei r pr imary function. PT 5 applica tions a re usually biocidal products.  

Further product examples are given in Appendix 1 of the CA document.  

There are s ome exemp tions  in the definition given in Art. 3(1)(a): Articles such as paper or 

carton, where the p ulp has be en treated with a biocide du ring ma nufacture, and where the 

biocide is not intended to have a function in the final good are not considered treat ed 

articl es. A nother example are articles with print on it or with glue holding it together which 

hav e be en  tre ated with an in -can preserva tive. H owever, the preservative doesnôt have any 

function in the final article as soon as the ink or adhesive is appl ied and d ried.  In contrast, 

an article lik e a table made of a composite material wi th wooden legs pai nted  with a film 

preservativ e containi ng coat ing, is considered a treated article, as the coating still has a 

biocidal  function in the final article.  

Gener ally, the re is  no difference in efficacy t esting of treated articles or biocidal pr oducts  in 

a liquid  mat ri x. For instance, wet s tate prese rvative s (PT 6) or a hand disinfectant (PT 1) are 

usually both tested in a liquid matrix, the first matrix is a treat ed articl e, th e latter is a 

biocidal produ ct; only the performance standards are di fferent in these e xamp les. S pecific 

requiremen ts apply, however , when the efficacy of solid material or articles has to be tested.  

A test under practical conditions of use ( step 3 te st) i s mandatory. In contrast to preserving 

claims, where standard materia ls under certain s tand ard co nditions of use ca n be teste d, 

test ing for disinfecting claims has to be specific for every single article. For these types of 

claims, the specif ic condit ions of use are to be considered when designing the efficacy 

testing; for example, a polymer  coati ng u sed for a hospital  bedside c abinet has to be tested 

for the specific contaminating situation of a hospital bedside cabinet, including cleaning 

schemes and  soil ing situation; efficacy has to be shown compared to an untreated beds ide 

 

6 See CA-Sep t13 -Doc.5.1.e ,Rev1  Appendix 1  

7 See CA CA-Sep t13 -Doc.5.1.e ,Rev1  Question 8  
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cabinet. Bacte rici da l ef fects have to take  effect ve ry quic kly to show an advantage compared 

to an untreated cabinet, where droplets of blood or saliva will dry out quic kly and n ot ei ther 

be contaminating any mo re. Please read more about how to design such tests in Sect ion5 .3 . 

Specific requirement s apply, h owever,  when the efficacy of biocides in solid material or 

articles has to be tested. Treated articles with claims to  protect human s or animals fall under 

this  category. In these cases, use conditions , most importantly  hum id ity,  have to be 

specif ied. Mater ials ca n be used in articles with a wide range of use conditions, and these 

have an effect on efficacy. For example, for a pol ymer article permanently exposed to water 

the conditions for bacterial gro wth are much more favo ur able , and different re quirements  

apply as compared to a polymer article which is generally dry and is only exposed to 

occasional splashes or to the h umidity w hich comes from touching it. But more importantly, 

humidity has an effect on the availabilit y of  the a ctive substance, b ecause it has to be 

released out of the matrix somehow. Another example are clothes treated with repellents; 

also in this case use -condi tions  do influence efficacy. Wear ing and tearing and washing have 

to be ta ken into account t o as sess t he efficacy. Compl ete protec tion ti me needs to be 

defined in terms of the lif e-cycle of the treated clothes.  

Treated articles, if not biocidal pr oducts, d o not  require efficacy assessment  under the BPR.  

However, active substance s and biocidal pr oduct s inc orporated into tre ated articl es may 

require assessment of their efficacy in treated articles as part of the active substance 

approval and biocidal  product autho risation processes ( if such uses are applied for) .  

Consequently, if e fficacy is demons trate d for  a certain set of use conditi ons, th is cannot 

generally be transferred to another set of use conditions. The possible limits of the use 

conditions  have to be re flected in the approval/auth orisation decision. In the following, 

gui dance is given fo r the  test ing of (solid) mat erials with  claims  to protect humans or 

animals.  

There are t wo OECD test methods available:  

¶ Guidance Document on the Evaluation of the Efficac y of Ant imicrobial Tr eate d A rticles 

with Claim s fo r Externa l Effects (OECD Series on  Biocid es No . 1);  

¶ Guidance Document for Q uantita tive Method for Evaluating Antibacterial Activity of 

Porous and Non -Porous Antibacterial Treated Materials (OE CD Series on Testing  and 

Assessment No. 202 and Series on Biocides No. 8 ) . 

5.3.1  The basic distinction between material protection and pro tect io n of 
humans o r animals  

When bioci des are incorporated into materials or us ed in the product ion o f tre ated a rticles 

they are applie d with two purposes:  

¶ To protect the materials used in the article or the properties of the article in service.  

The ta rget orga nisms  have detrimental or other u ndesirable effect s (e.g. 

biodegradation, discolouration, o dour forma tion)  on the material or arti cle.  

¶ To protect humans or animals from the unwanted effects of organisms. The 

treatment is directed towards target or ganisms w hich have no adverse effect o n th e 

item/material tr eated.  

The following sc heme gives an ove rview  and decision help:  

http://www.oecd.org/officialdocuments/displaydocument/?cote=env/jm/mono%282014%2918&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?cote=env/jm/mono%282014%2918&doclanguage=en
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Figure 1 :  Decision scheme to distinguish between claims for material protection 

and claims for protection of h umans  and anima ls  

 

Guidan ce f or the te sting of bioc idal product s wit h a c laim to protect humans or animals is 

give n in section 5. 4.6. Guidance for material protection is given in section 5.5.  

Is the treatment intended to 
protect the material, article or its 

functionality from biological 
deterioration in service, extend its 

durability or prevent odour? 

Main Group 2, Main group 3 
(PT 18, 19) of Annex V BPR 
________________________ 

Protection of material/article 
and its properties; 
sections 5.5 and specifically 
5.5.7-5.5.9 

Main Group 1 (PT 1-5), Main 
group 3 (PT 18, 19) of Annex V 
BPR 
________________________ 

Adds properties to protect 
humans or animals; 
section 5.4.6 

Inhibits Growth 
_____________ 

section 5.4.6.2 

Kills, Repels 
_____________ 
section 5.4.6.3  

Yes No 
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5.4  Disinfectants  (Main g roup 1)  

5.4.0  Ge nera l  

5.4.0.1  Int roduc tion  

This guidance describes  the nature and extent of data which shou ld be available t o sup port 

the label claims for biocidal  produc ts within the Main Group 1: Disinfectants. This group 

covers 5 product types as described in Annex V of the BP R:  

MAIN G ROUP 1: Disinfectants  

These produ ct - types exclude cleaning products that a re not intended t o hav e a b iocidal 

effect, including was hing li quids, powders and similar products.  

Product type 1:  Human hygiene  

Products in this group are biocidal produ cts used for h uman hygiene purposes, appli ed on or 

in contact with human skin or sc alps for the prim ary p urpos e of disinfecting the skin or  

scalp.  

Product type 2:  Disinfectants and algaecides not intended for direct application 

to humans or  animals  

Produ cts used for t he disinfection of surfaces,  materials, equipment and furniture which  are 

not used for  dire ct co nta ct with food or feeding st uff.  

Usage areas include,  inter alia, swimming pools, aquariums, bathing and other waters; air -

conditioning systems; and walls  and floors in private, public, a nd industrial areas; and in 

other are as f or professional a ctivi t ies.  

Products used for disinfecti on of a ir 8, water not us ed for human or animal consumption, 

chemical toilets, waste water, hospital waste and soil.  

Products us ed as  algaecides for treatment of  swimming pools, aquariums and other wate rs 

and for remedi al tr eatme nt of construction materials.  

Produc ts used to be inc orporated in textiles, tissues, masks, paints and other articles or 

materials with the purpos e of prod ucing  treated articles with disin fecting properties.  

Prod uct type 3:  Vete rinary hygiene  

Product s used for veterinary hygiene purp oses su ch as disinfectan ts, disinfecting soaps, oral 

or corporal hygiene products o r with anti -microbial function.  

Products us ed to  disinfect the materials and  surfaces associated with the housing or 

transportation of  anim als. 

Prod uct type 4:  Food and fee d area  

Products used for the disinfection of equipment, containers, consumption utensils, surfaces 

or pipework assoc iate d with  the prod uction, trans port , stora ge or consumpt ion of food o r 

feed (includ ing drinkin g wate r) fo r hum ans and animals.  

 

8 This is taken to mean the di sinfection of air itself. Disinfectants sprayed or vaporised into the air (e.g. ro om 
disinfection by vaporised biocide) are normally for the purpose of disinfecting surfaces and not the air itself. 
Disinfectants for air conditioning systems disinfect the surfaces or liquids in these systems, not the air coming out 
of them.  
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Product type  5:  Dr inking water  

Products used for the disinfection of drinking water for both humans and animals.  

Products in thi s main gr oup a re meant for the control of micro -organisms, such as bacteria 

(includ ing vegetative ce lls, spore s and mycobacteria), fungi (i ncludin g moulds and y easts), 

and viruses (including bacteriophages), algae and protozoa. Control may be carried out o n 

inanima te su rfaces or skin or in liquids . Note that the term "disinfectant" used for main 

group 1 shoul d be read as a generic term and no t accor ding to the de finition in the glossary 

of terms. This means that next to disinfectants it can also include pro ducts wit h bio static 

activity.  

The most im portant fields of use include medical, ve terinary, food, f eed a nd dr inking water 

sectors. Applica tions i n public, comm ercial and industrial areas, where the application is to 

inanimate surfaces without direct conta ct with f ood, are included in Product type  2. If 

contact between disinfected inanim ate surfaces and food is po ssible (e.g. food industry, 

private and restaurant  kitchens), applications are included in Product type 4.  

Disinfectants for medical instruments a nd medica l equ ipment that are considered m edical 

devices are covered under the Medi cal Device Direct ive 9 3/42/ EEC (see 3.9.1 for more 

infor mation) . More  borderl ine cases with other Directives or Regulations are noted elsewhere 

in this Guidance Document and  are defi ned o r described in other legisla tion or guidance.  

Cleaning products which  are not intended  as b iocid es, including liquid detergen ts, was hing 

powders , etc. are excluded from these product types and thus this guidance is n ot applicable 

(Annex V of BPR).  

Treated articles with claimed disinf ecting properties or function can also fa ll within PTs 1 t o 

5: when such articles have a primary biocida l function the y are considered biocidal products 

(see Competent Authority (CA) document 9). These articles can  include a wid e variety of 

goods, with dif ferent applications, matrices , etc. This guidance deals ma inly with efficacy 

testing of (liquid) biocida l products; t he methodology for testing (solid) treated articles can 

be quite different. See section 5.4.4.3  of this Gu idanc e for details of av ailable g uidance.  

A ñGlossary of Termsò is at the beginning of the docum ent.  

5.4.0.2  Dossier requirements  

The foll owing a spects are relevant for the evaluation of the efficacy of biocidal products 

within PT1 -5:  

1.  The label claim and instr ucti ons f or use  

2.  Eff icacy data of  the  product  

3.  The possible  occurrence o f resist ance, cross - resis tance  or t olerance.  

5.4.0.3  Label claim  

For eac h produ ct, clear label claims should be provided. When the label itself cannot contain 

all the necessary information,  any accompany ing leaflet should also be c onsidered. To 

simplify the text only the term "l abel claim " wil l be used below.  The information o n the l abel 

has to be in line with the SPC.  

The types of efficacy claims made for a disinfectant/ biocidal product de pend upon , amo ng 

other things, the types o f micro -organisms the disinfectant target s (e.g. fungal sp ores,  

yeas ts, mycob acteria, bacteria or  bacter ial spores )  and the disinfectantôs intended use (e.g. 

 

9 See CA-Sept13 -Doc.5.1.e  (Rev1)  

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/2ecf9727-0b6e-4980-9d5f-12d8324153c9/details
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in hospitals, in contact with food, in animal houses, in  homes ) . Label  claims and 

recommendations for use, including concentration and cont act time, must be  supp ort ed b y 

the r esults of bactericid al, fun gicidal, etc. tests appropriate to the area of application, which 

are normally performed on the basis of the s pecific s tanda rds. Complete instructions f or use 

are an integral part of the label.  

The information on th e p rodu ct labe l should fully corre spond w ith the uses pre -defined at 

the authorisation stage and reflected in the corresponding version of the SPC 10 . Ap plicants 

must indicate clearly on the prod uct's label the spectrum of antimicrobial  activity claimed .  

Examp les of the  common fields of app licatio ns are presented in the claims matrices which 

are a set of tables linked to this guidance document (see Append ix 1 for more information). 

The Claim Matr ices are not intended to be exhaustive, b ut the majority o f use s a re i nclude d.  

5.4.0.3.1  Ta rget  Organism s 

The targ et organisms for which claims are made should be specified on the product label.  

As the claimed antimicrobial efficacy for d isinfectant products will en compass a large 

spectrum of potential tar get organisms, it  is n ot nece ssary or indeed feasible to  includ e all 

possible micro -organisms in an efficacy test designed to support a label claim. Instead , the 

types of ta rget orga nism the product is intended for are mentioned, for example, fungal 

spores , yeasts, viruses , alg ae,  pro tozoa,  (myco )bacteria or ba cterial  spores.  

Specific species are mentioned on the label where they are the only or most relevant 

organisms, or wh ere they have different susceptibility to biocides than the rest of the group. 

For instance, mycobac teria  are le ss susceptible than other b acteria  and it is only relevant to 

control them in certain situati ons such as tuberculosis wards.  

In general , it is n ot possib le to  claim against specific sing le species without claiming (and 

demonstr ating) efficacy a gains t t he g rou p of organisms  (e.g. no claim a gainst 

Mycobacterium tuberculosis  without also making a general bactericidal claim, no claims 

against HIV with out a gen eral claim against enveloped viru ses) . However, there are some 

cases in wh ich it can be jus tifie d th at a  claim only for a single o r a sma ll number of species 

is made (such as bacteriophages in the milk industry, or fungi Aspergillus fumigatus  in 

poultry ho using ).  

Claims against specific o rganisms or groups of organisms should no t be made if they  impl y a 

fals e impression of the superi ority o f a product; for example, a claim against MRSA should 

not be made for a bactericidal product, because MRSA do es not pre sent a specific challenge 

for dis infectants.  

Standard test methods normall y specify one or more repr esen tative species that should  be 

tes ted per group of organisms for which the claim is made. For instance, a bactericidal 

product should be tested on gram -positi ve and gram -negative bacteri a, a fungicidal product 

should be tested on yeasts and fun gal s pore s. T he species used are repres entativ e species 

that take into account their relevance to practical use, susceptibility for disinfectants and 

adequa cy for la borat ory testing.  

The test organi sms and strains which should be used are normally stated i n sta ndar d 

ef ficacy test methods, i.e. accordi ng to EN 14885 or OECD -guidance.  

 

10  Details on how to fill out the SPC are available in the ECHA Technical Guide and SPC E ditor.   
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When it is not possible to use standard test methods for efficacy testing and  other te sts a re 

used instead, the test or ganisms listed in Appendix 3 should be em ployed. If test o rgani sms 

othe r than those listed in App endix 3  are used, their  relevance should be justified.  

Wherever possible strains should be selected from internationa l collect ions (their genetic 

stability sho uld be checked regularly). The preservati on procedures mus t b e clea rly 

described (EN 12353).  

Othe r test organisms, in addition to those specified in the test standards, can also be tested. 

When efficacy against spe cific add ition al species is claimed, effic acy tests with those species 

should also be performed. In gener al, clai ms should not be made agai nst the  specific 

reference species used in a standard test as this can give a misleading impression that the 

product shows act ivity  beyond that covered by the general (e.g. bactericidal, fungicidal) 

claim.  

Mentioning speci fic orga nisms on the label is stil l a sub ject of discussion between the 

Member States. The above sections reflect the position at the time that this gu idance is  

writ ten.  

For some areas of use , there are minimum requirements for the gr oups of organisms  for 

whic h ef ficacy should be demonstra ted. Fo r instance, for products used for animal transport 

vehicles efficacy against bacteria, yeasts and viruses shou ld be dem onstr ated. For these 

products , it  is obligatory to test all required organ isms. Per section , a s ub -secti on on test 

organisms provi des inf ormation on the min imum requirements for that use.  

5.4.0.3.2  Areas of Use  

Disinfectants are used almost everywhere that people wa nt to  ñeliminateò or inhibit (for 

static products) micro -organisms. They a re used to kill o r irr ever sibl y inactivate or inhibit 

bacteria,  fungi and viruses on animate and inanimate surfaces and matrices, in hospitals, 

households, schools, restaura nts, offi ces, swimming pools, kitchens, ba throoms, dairy 

farms, on medical and dent al equipment, eat ing u tens ils and at many other location s.  

In s ome cases,  biostatic products are used which only inhibit micro -organisms (see section 

5.4.0.5.3 of this guida nce).  

App lican ts should clearly indicate t he intended areas of use for the product on the label, for  

exam ple,  are as of use could include (n ot exha ustive):  

¶ Hospital and other medical areas;  

¶ Domestic use;  

¶ Institutional use (offices, schools , etc.);  

¶ Industria l applica tions  (e.g. food, cosmetic, pharm aceutical industry , etc. ) ;  

¶ Restaurants a nd large -scale/ca nteen  kitc hens ;  

¶ Veterinary areas (anima l housi ng, animal healthcare, teat or hoof disinfection , etc.);  

¶ Recreational areas.  

5.4.0.3.3  Sites of Application  

I n addition to the ty pes o f efficacy claimed , e.g. bac tericidal, fungicidal, tuberculocidal , and 

the intended a rea of  use,  the applicant must specify  the use patt erns for which the 

disinf ecta nt is recommended on the label.  

Broad examples of use patterns (not exhaustiv e) could inclu de areas such as:  

¶ Use on int act skin;  
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¶ Use in hospitals, operating the atr es, isolation wards , etc .;  

¶ Use in food manufacturing,  retail ing, processing areas , etc.;  

¶ Use in animal housing and equipment  (e.g. pigs, sheep, poultry , etc. ) ;  

¶ Use on wor k surface s, cu tting boards , etc.;  

¶ Use on f abrics or textiles;  

¶ Use on toilets, bathr ooms , sinks, etc. ;  

¶ Use again st m icro -organisms associate d with human or animal waste;  

¶ Use in air conditioning systems;  

¶ Use in swimming pools, spas, aquariums and bathing wat ers;  

¶ Use in ta nks, pipelines, equipment so ak or bottle wash.  

5.4.0.3.4   Directions for use (M ethod s of applica tio n)  

The l abel  claim must specify the applica tion method of the product. For disinfectants , there 

is a broad range of application methods (e.g. wiping, aer osol, spr aying ). The in -use 

concentration of the solution and the contact time, whi ch are essential for s afe an d ef fective 

use, should be d escribe d on the label. Any other directions for use should also be specified, 

such as whether the surface should be c leaned fi rst, and claims regarding the num ber of 

times a prepared use solution can be used (or re -used) b efore a f resh solution must be 

pre pared.  

The application method can have a strong influence on the efficacy of a product, therefore 

the testing of a pr oduct sho uld b e appropriate for the applic ation method. If specific 

equipment is us ed for the applic ation  of th e pr oduct (e.g. vaporisers) this sh ould be taken 

into account when testing the product for efficacy. Equipment used in laboratory tests or 

small scale tes ts ma y (of necessity) be differen t from that employed in practice.  This is  

especially the c ase w hen bi ocid al active substances are  genera ted  in situ  using large scale 

equipment, such as electrolysis. In cases where small - scale tests cannot be extr apolated to 

actual use conditions a large -scale test with the equipment should be d one.  

5.4.0.3.5  Other  interf ering  pa ram eter s 

Any other circumstance s that can influence the efficacy of a product should be mentioned on 

the label (e.g. temperature or pH requirements) . For exa mple,  when a surface should be 

cleaned before applying the biocide and a n o rinsing step is  invo lved, or t ha t alkaline 

cleaning fl uid sho uld not be used with acidic biocides, and vice versa .  

5.4.0.4   Efficacy testing  

For efficacy testing of disinfectants in genera l onl y quantitative tests methods  should be 

used.  

5.4.0.4.1  Tiered approach  

For effi cacy testing of d isinf ectant s a tiered approach is recom mended.  The following tiers 

can be distinguished (in accordance with EN 14885):  

¶ Phase 1 tests are quantitative suspen sion test s to establish that a product (or  an 

active substance) has bactericidal, f ungicidal , etc. a ctivi ty wit hout  regard to specific 

cond itions of intended use. Phase 1 tests cannot be used for any product claim.  

¶ Phase 2 comprises two steps:  
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o Phase 2, ste p 1 tests  are quantitative suspension test s to establish that a product 

has bacteri cidal, fungicidal , vir ucidal ,  et c. activity, simulating practic al conditions 

appropriate to its intended use.  

¶ Phase 2, step 2 tests are quantitative laboratory tests, often using car riers  or living 

tissues with drie d-on micro -organisms, simulating practica l conditions to e stabl ish 

th at t he product has bacterici dal, fu ngicidal, virucidal , etc. activity.  

¶ Phas e 3 tests are field tests under practical conditions.  

Phase 1  

Phase 1 tests are  labo ratory suspension tests to e stablish the basic activity of the produc t or 

act ive subst ance.  Thes e tes ts may b e used during th e devel opment  of the p roduct, but are 

not accep ted for product authorisation. However, a phase 1 test can be used to demonstra te 

th at a co - formulant does not h ave any biocidal activity in the product.  

Phase 2 , st ep 1  

Phase 2, s tep 1  tests a re laboratory su spensio n test s in whic h the ultimate purpose is  to 

establish at what concentrations the product meets specified requi rements u nder ñin-useò 

conditions. In thes e tests, in -use conditions  (e.g. temperat ure, con tact  time , int erfer ing 

substance s)  are considere d in th e test  method.  

Various laboratory method s have been developed for biocide activity testing. Although these 

exp eriments diffe r in their design and experi mental detail, they are all based on the principl e 

of  addi ng a test inocul um to t he disinfectant (or vic e vers a) and ta king samples at specified  

times. The biocide in each sample is then neutralised and the surviva l of the organ isms 

assessed. In practice, the methods can be classified into two gr oups, ac cord ing t o how  the 

end-po int of the test is dete rmined:  

Quant itative t ests  

Samples of untreated  and biocide - treated cells are plated on nutrient medium after 

neutral isation. After  incubation, the number of c olony forming units is determined and the  

lg10  reduc tion in vi able counts  is det ermi ned.  

Capacity  tests  

The b iocide is  challenged successively with the test organism at defined time intervals. This 

type of test can  be used for instance for swimming pools a nd toilet disinfectants which are 

challe nged by new bacte ria p eriod ically . Follo wing  each inocula tion, s ample s are tak en, and 

after a suitable contact period has elapsed, the biocide is neutralised and the sample 

incubated in a  suitable growth medium to de termine the surviving micro -organisms. T he 

resul t is  expr essed  as t he amo unt of the accumulated i noculum  that  was requ ired to produce 

the ñfailureò. 

Phase 2, step 2  

Phase 2, step 2 tests are simulated use or practi cal tests , pe rformed under rigorous 

condit ions within the laboratory, which mimic real - lif e co nditi ons, for i nstanc e by pr e-dr ying 

the micr o-organ isms onto surf aces. These tests are use d in a second testing stage. After 

measuring the time -concentration rel ationship  of the disinfectant in an in -vit ro test (phase 

2, step 1), these practic al tests  are  perf ormed  to v er ify that th e pr oposed use di lution is 

likely to b e adequate in real - life c onditions. For several uses standardised, simulated use 

tests exist (su rface dis infe ction, hand wash or rub, inst rument disinfection) but there are no 

st andard t ests  avai lable  for ma ny o thers.  

Longer - lasting ac tivity is claimed for some products. When these products are applied to 

surfaces, it is common that they will not be completel y re moved or rinsed off after 

app lication. This might lead to longer - last ing activity of t he bi ocide o n th e surface. Likewise, 
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som e produ cts are used for maintenance via continued release of low levels of biocidal 

product. Both effects can be dete rmined  by  app ropriate efficacy tests.  

Phas e 3 Field or in - use tests  

In -use testing  involves the ant imicr obial e valu ation of the product und er actu al conditions of 

use on specified surfaces or materials in a specified environment. As with standard and non -

standard l abor atory methods, representative  organisms or actual or ganisms of concer n may 

be used.  

Validat ed meth odol ogies for these types of  tests are currently not available, al though some 

are in development.  

The practical use conditions under which a prod uct can b e us ed can be very variable and a re 

therefore difficult to standardise. F ield tests, altho ugh n ot stan dard ised, can however give 

valuable  additional information on the efficacy of the product, provided that the studies are 

scientifically robust, w ell repor ted and provide a clear answer to  the question. In these types 

of test s, a control treatme nt wi thout b ioci de should be included. W here th is is not possible, 

efficacy should be judged on a comparison of the situatio n before and after application.  

Until vali date d standards are prepared, the  responsibility for determining the acce ptability of 

data  deri ved fro m fi eld trials in support of  the cl aim will lie with the CA, taking into account 

the guidance given in EN 14885.  

5.4.0.4.2  Standard test methods  

I deally, d ata shoul d be  generated using internationa lly or nationally recognised testing 

met hods (CEN, OECD, ISO, etc.). Seve ral international standa rd test  methods currently exist 

for disinfectant products. Recommended standard tests are presented in Appendices 2 a nd 

refere nced  in Appendix 4 to this guidan ce document.  

If there are no guidelines available f or the  spec ific us e of  a product, or guideline s are n ot 

suitable, the applicant may use other methods (such as intra -company Standard Operating 

Procedures), where the studi es a re scientifically robust, wel l reported and provide a clear 

answer to  the questi on. In  addi tion, t he t est methods used, togeth er with  the test 

conditions, should be clearly and fully described and must address the efficacy claim that 

appears o n the pro duct  label. The use of existing g uidelines, with modifications to make th e 

guideline  more suita ble for  the  specific product or use  condit ions, is also possible. EN  14485 

provides guidance on modification of standards (EN 14485, section 4.2 version  2014).  

At th e time of publication of this  guidance document, a broad range of CEN  methods are 

avai lable . OECD has several phase 2/step 2 t est met hods developed for the efficacy testing 

of disinfectants to be used on hard surfaces which have been published  as Guida nce 

Documents. Available tests ar e presented in Appendix 2 and referenced  in Appendix 4. T he 

use of CE N te st methods is highly rec ommende d, where these are available and relevant. 

However , it should be noted that although this Guidance is mainly b ased on E N st andards, 

there are some cases  where there are discrepancies compared to the EN tests. In su ch 

cases, the ECHA Guidance should be foll owed as the leading guidance.  OECD test methods 

may be used if, for exampl e, no CEN standard is available.  

These method s, d escribed below, typically giv e a standard set of test parameters, tes t 

organisms and pass c riteri a. W here specific conditions apply f or a field of use, such as 

high/low level soiling, high/low temperatures, relevant contact times , etc. these c onditions  

sho uld be included in the effica cy tests.  
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CEN Standard Test Methods  

A Technical Committe e (TC 216) w as e stablished in the Europea n Commi ttee for 

Standardisation (CEN), to produce harmonised European methods for testing the activity of 

disinfectan ts used i n me dical, veterinary, food, indu strial, domestic and institutional areas . 

The standards are ba sed on  suspension tests (phase 1 an d phase  2, step 1) and some 

simulated -use tests like surface tests (phase 2, step 2).  

European standard EN 14885 give s informa tion  on the application and inter pretation of 

European Standards for the testing of chemi cal di sinfec tant s within product types 1,  2, 3 a nd 

4 of the BPR. 

This document outlines the various standards currently available and provides guidance as 

to the choic e of  available standards that may  be used to demonstrate the effectiv enes s of 

disinfectan ts , in  parti cula r, situations (such as me dical, veterinary and food hygiene) and on 

the interpretation of results from such tests in making and supporting eff icacy cla ims.  

In EN 14885 products intende d for domestic use are grouped with prod ucts for use in food 

and ind ustr ial areas, and therefore the tes ts specified are not always relevant to domestic 

areas. For instance, the virus test EN 13610 only tests again st bacter ioph ages. In these 

cases , the tes t from the medical area should be us ed w here relevant. I n case s wher e no  test 

method is available  for on e area of use (e.g. sporicidal test in the medical area), a test from 

another area can be used instead, provid ed that t he t est parameters (soiling, temp erature, 

etc.) are adapted to the in tend ed use area (for  furth er gui danc e on the adaption of t est s see 

EN 14885.  

The application of disinfectants to water systems such as swimming pools, spas, and 

drinking water is  not addr essed in EN 14885. For the evalua tion of activity against Legionella  

in aqueous systems ( water used i n co oling towers and water fo r gener al purposes, like spas, 

pools, showers and other uses) a quantitative suspension  test is available (EN 13623).  

EN 14885  inc ludes guidance on how a phase  3 field trial should be conducted.  This  guidance 

is int ended to adv ise on the factors to be take n into account and controlled when performing 

a field trial.  

The use of CEN test methods is highly recommended, provi ded that the methods are 

applicable for th e use of a product. In some cases, the m ethod can be ada pted ( other 

cont act times, soiling, etc.)  to fit  the use conditions. Any deviation from a standard must be 

clearly described and a justification for any devia tions pro vide d.  

OECD standard sest m ethods  

The OECD publishes practical test metho ds (comparable t o phas e 2, s tep 2 tests (1.4.1.3) or 

phas e 3 (1. 4.1.4)) for testing the efficacy of disinfectants on non -porous surfaces within the 

ñSeries on Testing and Assessmentò or t he ñSeries on Biocidesò, respectively. Currently, all 

available metho ds have been iss ued as  OECD Guid ance Documents. Guidance Documen ts 

are, however, not covered by the Mutual Acceptance of Data (MAD) principle and are 

advisory in nature. Furt her devel oped  OECD Test Guidelines might b ecome available in the 

future. As E urope an Standards are  not a vailab le f or all types of applicati ons yet , the use of 

OECD methods is recommended provided that the methods are appropriately reflecting the 

use of a p roduct. A gain , the methods can be adapted (other contact time, soiling, etc.)  to 

better fit the us e cond itions , pr ovided that any deviation s from the standard are c learly 

described and justified.  

Please note that in the OECD Guidance Documents on disinfect ants, the  vol ume of 

disinfectant solution added to the surface is very high c ompar ed to what is no rmally  done in 



Guidance o n the BPR: Volume  II Parts B+C  
Version 5. 0 November 202 2  

 
  

57  

 

practice. This test protoc ol can  only be used for uses where the volume of disinfectant 

solution per surface area is similar to the intended us e (e.g. f lood ing).  

Other standard t est m et hods  

While CEN standards and, in case no  CEN standard is  avail able, OECD methods are highly 

recom mended,  there are circumstances in which these tests cannot be applied, i.e. they are 

not available, or relevant to a  particul ar p roduct or use pattern. In tho se cases , other test 

methods can be used . 

Other test met hods, for ex ampl e, VAH (former DGHM), DVG , AFNOR , US -EPA, AOAC or 

ASTM methods, are available and might be used when no international standard is available 

fo r a speci fic application. Where these meth ods lack predefined test paramete rs, tar get 

organisms or  pass criter ia, the applicant has to prov ide evi dence why the chosen parameters 

are appropriate for the intended application.  

Where no standard tests are avai lable, su itab le test protocols may be desi gned (and 

justified) by the appli cant, b ut these should be dis cussed  wit h and agreed upon by the CA 

befo re testing takes place.  

5.4.0.4.3  Data r equirements  

Label claims and recommendations must be supported by the results of  tests ap prop riate to 

the area of applicat ion.  

In each test , the composition of th e product to be tested  shoul d be  clearly described, 

inclu ding th e identity and function of the active substances specifying quality and quantity  in 

the formulation. In additi on, becau se t he co - formulants can affect t he efficacy if the  product, 

they must al so be clearly de scribe d incl udin g identity and function. Alterna tively, the 

formulation can be identified by a retrievable reference name or number. In such cases (i.e. 

it ma y only st ate a code for the product for th e purposes of conf identiality), the comp osition 

of the t ested produc t sh ould be provided separate ly. As the formulation may affect the 

efficacy of the product, the composition of the product tested should be the sa me as the  

pro duct under consideration. If not, justification s should be provided f or any differenc es, an d 

thes e wi ll be assessed on a case -by -case  basis.  

As phase 1 tests do not take practical use conditions into account, they are not considered 

acceptable  to suppo rt c laims during product authoris ation. In general,  phase 1 tests are 

used during the dev elopme nt of the product, for the inclusio n of ac tive substances on the 

ñUnion list of approved substancesò under the BPR or to prove that a co- form ulant has n o 

biocida l ac tivity.  

In general, at least phase 2, step 1 and step 2 tests are req uired to support  label  claim s 

du ring product authorisatio n. The phase 2, step 1 test will provide basic information on the 

efficacy of the product (in a standard test), while  phase 2,  ste p 2 tests investigate the 

eff ects of more in -use factors (such as dry ing of target or ganism s). Th e co mbination of 

phase 2, ste p 1 and  step 2 tests will generally provide a robust data package to demonstrate 

the efficacy of a product. Deviation s from th e ti ered approach should be justi fied.  

In some ca ses, for example , when d isinfection is d one in  suspe nsio n under real use 

conditio ns (bec ause the target organisms are suspended in a liquid already or will be 

suspended during the process due to mec hanical a ctio n, for example, in CIP), a ph ase 2, 

step 1 te st is sufficient on its own, as this alr eady s imulat es p ractical conditions.   

In other c ases a phase 2, step 2 test may be replaced by a phase 3 test where a phase 2, 

step 2 test is not appropriate.  In gener al, a phase 3 test will be done i n combination wi th a 

standard phase 2, s tep 1 test, as p hase 3  tests  are  often variable.  
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Where in -use co nditions cannot be simulated, phase 3 tests are required (e.g. drinking 

water disinfect ion with ionisation equ ipment).  

If m ore than one test method is a vailable and app licable in phase 2, step  2 to substantia te a 

label c laim  for efficacy, it is suff icient to provide data from only one of the test methods. The 

test method selected should be one which best represent s the way  in which the product is 

used. Fo r example, in th e case of a disinfectant  used for ñhard, non -porous surf aces by 

sprayingò, the test meth od should be one for such surfaces without mechanical action and 

with representative conditions of use, such a s contact  tim e, soiling, temperature and t est 

organisms.  

I t is not mandatory to pe rform the tests under obliga tory  test conditions of the s tandard s if 

the claimed use conditions of the products are different from these obligatory test 

conditions.  

Tests hav e to be p erfo rmed with relevant target org anisms, which ar e selected in 

accordance  with the standa rd and  the i nten ded use of the product. T his is further discussed 

in Section 1.3.1 of this Guidance. A list of standard test organisms is given in Appendix 3.  

The conc entr ations used in testing should  be selected to demonstrate the threshol d of 

product eff icacy.  Suspe nsio n tests should be perform ed with  several dose rates, including at 

least one rate lower than the effective rate. Competent Authorities (CAs) wi ll evalua te d ose-

response data generated i n these tests in  order to assess if the recommended dose  is 

appropri ate (i.e. the concentration i s not t oo high, or at the minimum) to achieve the 

desired effect.  

For biocidal products which claim a biostatic effec t (bacter iost atic, fungistatic, etc. i.e. the 

ability to i nhibit  the  growth of bac teria, fungi etc . with out ki llin g them) the efficacy shou ld be 

shown by suspension tests and simulated -use tests (e.g. surface tests). The suspension test 

and simulated -use t est shoul d be  performed with and without n eutralisation an d with a 

water control ( where water is t ested instea d of  the product). The result s from this testing 

should show that the product prevents the growth of the test micro -organism (i.e. a lower 

level o f test or gani sm compared to the water cont rol) but does no t necessarily inactivate  

them (the micro -organ isms s urvi ve in the test without ne utralis ation).  

Biocidal products that claim a biostatic effect bear the risk of the development of organisms 

with tem porary or  per manent reduced susceptibility  (resistance). F or this reason, the 

effi cacy of these ty pes of  produ cts has to be examined carefu lly.  

In  case of in situ  production of the active substance or when an apparatus is used to dose 

the active substance in the ri ght amount to the water, the repo rt should contain information 

on safety measurements con cernin g over  and  under dosing.  

Other prod ucts, w hich do not have  biocidal or biostatic activity, might fall within the scope of 

the BPR, Article 3 1 (a) ñwith  the inte ntio n of destroying, deterring, r endering harmless, 

preventing the action  of, or otherwis e exer ting a  con trolling effect on, any h armful organism 

by any means other than mere physical or mechanical actionò . No EU standards are 

available for these  types of  pro duct s yet, so applicants shou ld provide a method following 

the princi ples of this gui dance and ba sed on scientific evidence. D uring the development o f 

new tests, or when an applicant is considering using a non -standard test or using novel 

test ing metho ds, they should discuss this with  the CA as to the acceptability and appl icability 

of the  test.  

In th e fo llowing sections, guidanc e on th e requirements p er prod uct type and use will be 

given.  
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Detailed but non -exhaustive lists of the most relevant product a ppli cations and uses of 

biocides,  together with the required test methodo logy, are given in the  claim s ma trices 

which are a set of  tables  linked to this guidance document (see Appendix 1 for more 

information).  

For uses and claims that are not spec ifically ment ioned in this document , the r equirements 

will be set on a case by cas e basis by the C A. 

5.4.0.4.4   Re lev ant  fac tors of the test procedur e  

Fo rmu lation of the test ed p roduct  

A product authorisation is given to a single biocidal product with a defined comp osition o r to  

a group of products making u p a biocidal product family (BPF) and ha ving similar use s, the  

same acti ve substances, similar co mpositi on with specifie d variations and similar levels of 

risk and efficacy.  

With respect to  a single product , the ef ficacy of  its  specific formulation should be 

demonstrated. Therefore it is importa nt that the form ulatio n test ed i s clearly reported in 

each test report (or provided alongside the test report with a statement that it is the 

formulation which has bee n teste d). The f ormu lation details should specify  the active 

substances and co - formulants  present, togeth er wit h thei r re spective concentrations, and 

sho uld confirm that all tested formulations contain the same co - formulants and 

concentrations. Any deviati ons sho uld be me ntio ned and justified in a statem ent or in the 

relevant efficacy reports.  Where there are  devia tions in t he formulation from that in the 

product for which authorisation is sought, the tests will only be considered relevant where it 

is evide nt that  the devi atio ns have no positive effect on  efficacy. In cases where this is not 

ev ident, a confirm atory study with  the organisms that are  m ost dif ficult to control should be 

proposed.  

Within the BPF , the minimum level of efficacy over the whole pote ntial r ange of p rodu cts 

should be demonstrated an d the permitted variations in compositio n and intended u ses 

should b e ex plicitly identified.  

The test fo rmulations should be chosen in such a way that they cover the whole potential 

range of products. The te st form ulations shou ld include at least a product  with the lowest 

concentration of the  active substance. See al so cha pter  5.2  for more information  on tes ting 

BPF. 

Hard Water Claims  

The degree of hardness of the water used to dilute the disinfectant may affect its  

performa nce (by the presence of metal ion s such as Ca 2+  and Mg 2+ ). Generally the  harder 

the wate r is, the le ss e ffective the diluted disi nfectan t will be. Therefore, test programs 

which require that products are diluted with po table water must be diluted  in the water  of 

standard hardness as defi ned in the corresponding test standard, for the purpose of eff icacy 

test ing.  

It follows that any product  that carries label claims for effectiveness in hard water must be 

tested by the ap propriate method in water w ith defin ed h ardness at the level claimed.  

Presence of I n te rfering Substances  

Wher e disinfectants are ap plied to e ither inanimate surfaces or skin  or liquids, substances 

may be present on the surface or in the liquid, which may a ffect the disinfectantôs activity.  

The n ature, amount and condition o f the soiling present will affect the ef ficacy of a 

disi nfecta nt.  
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In  man y cases , residual contami nation must be expected and in some situations (e.g. in the 

treatment of blood spillages) disinfectants are specifica lly used to d econtaminate soiling, to 

prev ent infection transfer and to assist in safe disposal.  

Blood, urine,  fae ces, food debris, fats an d oils,  dust and proteinaceous materials are the 

most likely organic soilings to be encoun tered. Limescale, milkstone  and soil  are  the most 

common inorganic so ilings.  

Where claims are made for use un der soiled or di rty co nditio ns, the use concentrations of  

the pr oduct must be determined from tests performed in the presence of suitable soiling 

m aterials. Soiling materials  commonly  used in efficacy test methods in clude albumin serum, 

blood, yeast and ye ast extract.  

In practi ce, wi th e xception of a few situati ons (e. g. cleanrooms), the presence of soiling on 

surfaces or in liquids to be disinfected  cannot be ruled out. For t his reaso n, a  small amount 

of interfering substance should always be included duri ng the testing o f the produc t. I n the 

CEN methods , this i s calle d "under clean conditions". Tests under clean conditions can be 

used when the surfa ce is clean before disinfec tion. Thi s is  for instance the case when t he 

label states that cleaning prior to d isinfection is n ecessa ry. Wh en a  product claims combined 

cleanin g and disinfection, the product should be tested under dirty conditions (see Append ix 

4 for more information).  Also, wh ere the label only states excessi ve dirt should be remove d, 

and the surfa ce is still soil ed aft er tha t (e .g. in the meat industry) , soili ng for dirty conditions 

should be used. Please note that in some cases EN 14885 is not always sufficient to me et 

BPR requir ements.  

When a product is to be recommended for certain uses where th e soiling is of a spec ific t ype 

(such as soap film residu e or ha rd water scum), the product must be tested in the presence 

of that specific soiling  type. If more soiling type s are rel evan t for the use of the product 

(e.g. a product must be used in the beve rage industry, i n the meat i ndus try or in kitchens), 

pre - testing  should be done to determine the most challenging soiling type. Extended testing 

wi th the most challenging soi ling type  wil l be sufficient to cover all the others.  

As an exception to the rule,  products to be used i n clea nroo ms do not require additio nal 

soi ling in the test. A cleanroom has a controlled level of contamination that is speci fied by 

the number of parti cles per cubi c meter at specified particle  size. The soiling level in 

cleanrooms i s so low that ev en tes ting u nder  clean conditions for the  EN tes ts is still over -

dosing of soiling compared to cleanrooms. For these uses , the high  load of test organisms 

can  be seen as s oiling. Tests without soiling  will only be accepted when the label st ates the 

specifi c use in cle anro oms which are classified accordi ng to ISO 14644 -1 in class 1 to 9 or 

according to GMP EU classification in Grade A to D.  

Generally, soiling wi ll reduce  the  efficacy of the disinfectant , and where soiling is present, 

longer c ontact times, hi gher c oncent rati ons, pre -cleaning or a co mbinati on of these 

elements may be necessary.  

Temperature  

Generally, disinfection performance increases with temperat ure, alth ough  this depends on 

the active s ubstances and the effect on individual s pecies may vary depend ing on  the  

specific properties. The refore,  the test temperature should be representative of those 

encoun tered during the intended use of the product (e. g. low te mper ature in animal 

housing, high er temperature in CIP). Some biocides ar e used in chemot hermal  disin fect ion, 

for instance, some C IP trea tments are done under temperatures of 60 -80ºC. Also for these 

uses , the products should be tested at the use t emperatur e.  
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I f products (PT 2 -4) are teste d with high temperatures above 40ºC , hea t resistant refe rence 

test o rgan isms must be used 11 . Enter ococcus  faecium  must be used as the only test 

organism for claiming bactericidal activity. For a virucidal claim , the  only tes t or ganism must 

be Murine Parvovi rus . For a sporicidal claim , the test or ganism can be sp ores o f, for  

exa mple, Bacillus cereus or  Clostri dium sporogenes .  

For mycobacteria, yeasts and fungal spores no high temperature resistant standard  test 

organi sms are a vail able. Most yeasts and fungal spores are already irreversibly inactiva ted 

by high temp eratur es (>4 0 ºC ) in the control without an acti ve substance. How ever, 

ascospores of several fungi can become heat resistant and can cause problems in, for 

instance, t he f ood industry.  

When standard t ests with relevant temperature resistant  strains become availa ble fo r 

my cobacteria, yeasts and fu ngal sp ores, these shoul d be used.  

For specific claims against heat resistant species (e.g. Talaromyces flavus ) effic acy tests  

wit h these organisms should be p rovided. In these tests , a control witho ut biocide shoul d be 

include d wh ich shows the survival of  the te st organisms at the high test temperature.  

It is possible that the concentration needed to pass the test is hi gher for the organisms 

tested at low tempe rature than for the temperature resistan t organisms test ed at a high er 

temperature. In that case , a just ification should be given on how the test results reflect the 

use concentration in the use instruction on the label .  

Contac t Time  

The contact time of a product on a surface etc. is an importan t aspect in the evalua tion o f 

th e efficacy of disinfectan ts. In general, the longer the contact time, the more effective the 

disinfectant is. In trials where test organisms a re taken from  treated samples for further 

analysis, the contact time between the b iocide and the t est or ganism s sh ould be stopped. 

Neutrali sers, m embrane filtration or subculture techniques are used to prevent residual 

carry -over of active substances. Neut ralisatio n is  discussed further in section  1.4.4.6 of this 

Guidance.  

Some disinfec tants act very q uickly , wher eas others require an extende d conta ct time to 

achieve adequate performance. Mycobacteria, bacterial spores, fungal spores and non -

enveloped virus es take l onge r to be irreversibly inactiva ted than most vegetative micro -

organisms . 

The contact ti me tha t is p ract ical in real life use sho uld be taken into consideration when 

testing. In phase 2 and phase 3 tests the product should pass the test at the co ntact tim e 

re commended on the product labe l.  

Neutralisation  

Neutralisers are used to stop the prod uctôs activi ty i n trials where the test o rganism s are 

taken from treated samples for further analysis, such as plate count following biocidal 

treatment. An ef fective n eutr aliser for the test product s hould be identified, and evidence 

demons trating the effe ctiven ess of  the  neutraliser against the product  under test, and 

showing that the neutraliser itself does not have antimicrobial activity, must be included in  a 

test r epor t. Membrane filtration or sub culture techniques can be used to stop t he productôs 

act ivity,  in co mbin ation with or instead of chemica l neutralisation. These other methods are 

covered by the term ñneutralisationò as used in this guidance. 

 

11  See also Technical Agreements for Biocides ï Efficacy  (EFF-TAB): Efficacy testing for disinfectants at elevated use 
temperatures  

https://webgate.ec.europa.eu/s-circabc/w/browse/4047dcc1-ff35-45e1-894c-8647639f9ae8
https://webgate.ec.europa.eu/s-circabc/w/browse/4047dcc1-ff35-45e1-894c-8647639f9ae8
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Appro priate co ntro ls for determining the effica cy of the procedure to stop the product' s 

activity after  the c ontact  tim e should be performed.  

pH  

The pr evailing degree of acidity or alkalinity during disinfection can also affect the 

performance and choice of dis infectant . Th erefore, the pH of the produc t at the use 

concentration (diluted) as used in the test  must be inc lude d in the test report.  

Tex ture  of  Surfaces  

Smooth impervious surfaces are easier to disinfect (and also to clean) than rough or pitted 

ones. In  some cir cums tances , the micro -organisms m ight be protected from the action of 

dis infectants by be ing pr otecte d in  porous surfaces. Clumps of micr o-organisms may also be 

more difficult to inactivate, as cells inside are protected by dead micro -organisms on  the 

outs ide.  Recently porous surface test s have been developed (CEN) to test unde r these 

conditio ns.  

Bacteria  and  fungi can adhere to surf aces fo rming biofilms. In biofilms , susceptibility is 

decreased (the bacteria are in a different physical state) and penetrati on o f biocide can be 

difficult to  achieve due to the matrix surrounding t he bacteria. Thi s make s bact eria  in a 

biofilm more diffic ult to inactivate.  

Repetition  

In general test results become more reliable when the tests are done in replicates (e.g . 

repeate d in  time, in more test objects).  Replicates should be performed as requi red in the 

appro priate  EN st anda rds and where appropriate , inter nal standards or reference substances 

should be included.  

EN 14885 section 5 (parts b, c and d) state the foll owing inf orma tion on the precision of the 

test methods (repetitions):  

¶ For standard ised tests, or a daptat ion of  a s tandard test, it is recom mended to repeat 

the test and/or include an internal standard and/or performing the test in a second 

and/or third lab oratory. When  doing the latter the second laboratory (and any further 

laboratory) might only repea t the test w hich  is regarded as the most relevan t one 

with the least susceptible test organism(s). If results from two or more laboratories 

are used, each lab oratory h as to specify one result, e.g. ñR = > 5.2 lg (EN 13727 -

instrument disinfe ction)ò. Then the mean  of th e re sults of all laborat ories  is cal culated 

assuming each laboratoryôs result as equivalent. Results with lg ñmore thanò are set 

as this figure, e .g. ñ> 5.2 lgò is used for calculation as ñ5.2 lgò. All lg values are 

converted to  real numbers, e .g. 5, 2 lg t o ab out 158.000. The mea n is the ari thmetic 

mean of these converted numbers. If one of the testing laboratories obtains a result 

less than the req uired lg redu ction, the product must pass if further tests by three 

other laborato ries demonstrate  a pas s. The  calculations above cann ot be  done w ith 

tests where pass criteria are not expressed as lg reduction.  

¶ In case of repetition of the test it is unnec essary to  rep eat the test with all test -

or ganisms but only with the least suscepti ble to the produ ct und er tes t.  

¶ I f two or more tests are c arried out to support a claim of performance (e.g. phase 2, 

step 1 and phase 2, step 2) and the ensuing recommendatio n for use , th e tests may 

be ranked accordi ng to their order of relevance, i.e. the ir ability to pr edict the 

pr oductôs performance under rea l life conditions. In case of a ranking only the result 

of the most relevant test may be repeated taking into account  advice c). I f a ranking 

is not possible o nly the results of the test showing the highest minimum active  

conce ntra tion should be repea ted.  
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5.4.0.4.5  Co- form ulant(s) being a potential active substance 12  

This section  gives guidance on how to identify additional active substance s. F or guidance on 

how to identif y the influence of co - formulants, e.g. i n the course of the identifi cati on of a 

worst case test p roduct for a BPF please refer to the BPC -37  document "Harmonized  

approach to determine a worst -case (or a representat ive) test  pro duct to be taken into 

account  for efficacy core assessment for a disi nfectant BPF ò13 .  

In cas e duri ng the evaluation phase of a biocida l product containing one or more co -

formulant(s) where the CA regards one or more of the co - formulant(s) to be  an addit iona l 

active substance, the appli cant should provide a n explanation  on it s function in th e 

form ulatio n to gether with the justifica tion wh y this substance is not considered as an active 

substanc e. Only in cases where a justification is not conclusi ve should  tes ts be provided to 

demonstrate  the ónon-activityô of the co- formulant( s).  

The followi ng str ategy has been developed :  

Three kin ds of t ests have been identified. The CA may request one, two o r all of them ï as 

necessary and appropriate.  

Test 1: The bioci dal product without an active sub stance is tested.  

The active substance( s) are replaced by wat er or,  whe n justified, any other su itable 

substance(s). The test should be performed at the recommended concentration of the 

product.  

If the active sub stance(s)  can not be replaced for whatever reason, the concent ration of 

the product  without the act ive su bstanc e ha s to be decreased accordi ngly 14 .  

In cases whe re in this test a high lg reduction is seen, further test 2 with each co -

formulant under question  would be  req uired to verify which co - form ulant is causing t his 

effect.  

Test 2: E ach co - formulant  under  quest ion is tested alone.  

The conc entrati on (of the co - formulant) in the test has to be adapted to the relative 

amount of the co - formulant in the bioci dal produ ct 15 .  

Test 3: The biocidal product  without the co - formulant is tested.  

Two products are t ested in par alle l: the biocidal product a nd the same product, but 

without the co - formulant that should be replaced by water or, when justified, any other 

suit able subs tanc e(s). Separate testing may be  performed for ea ch co - formulant under 

question removing  only one co - for mulant at a time. The tes t shoul d be performed at the 

recommended concentration of the product.  

Any deviation from the  test method above must be clearl y de scribed and justifi ed.  

Genera lly, these tests  should be performed wit h bacteria.  

 

12  Please see also CA-Jan18 -Doc.4.2_final: Assessment of the efficacy role of some co - formulants_final  

13  See BPC-37  

14  Example: Amount of the activ e substances is 30g/100g in the biocidal product. Concentration used for claiming 

bactericidal activity is 2.0 %. Concentration in Test 1 should be 2% of 70.0g = 1.4 %.  

15  Example: Amount of the co - formulant is 3.0g/100g in the bi ocidal product, concentrati on used for claiming 

bactericidal activity is 3.0 %, concentration of the co -formulant in Test 2 should be 3% of 3.0g=0.09 %.  

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/e814060d-351d-4d09-b5ca-6e64d582ed30/details
https://echa.europa.eu/documents/10162/17158508/harmonised_approach_determine_worst_case_bpf_agreed_bpc_37_en.pdf/fe89b681-087a-a0de-8c61-573b039a9de8?utm_source=echa-weekly&utm_medium=email&utm_campaign=weekly&utm_content=20210120
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Each test should  be performed as a (modified)  phase 2, step 1 test. For all tests it is 

requested to show a definite lg reduction considering the detection limits  of the r espe ctive 

tests, i.e. within the detection limits  precise lg reduction va lues need to be given such a s 

2. 68 lg instead of <5.00 lg . The E N tests may be adapted accordingly, if necessary. For 

instance, extra dilution steps will be needed for these tests to show  lg reductions around 

3.00 an d 3.50.  

To demon strate in tests 1 and 2 that the co - form ulants  under  que stion are not active 

subs tances , the lg reduction should be at least 2 lg lower than the required lg reduction in 

the EN phase 2 step 1 test p erformed.  For  test 3, the lg reduction of the two products  should 

be similar, i.e.  show no more th an 1.5 0 lg d iffe rence.  

Since both tests 1  and 2 are tests without active substance , the conditions should not be as 

severe as under use conditions. These phas e 2 step 1 te sts should be performed with a 

proportionate amount of interfering su bstance and with  the l ongest  con tact time claimed for 

the  produc t.  

Test 3 should be performed under the test conditions (interfering substance/soiling, contact 

time) used for  a produc t cl aim, demonstrating that the p roduct without t he co - formulant is 

still  efficacious und er use  condi tion s.  

In all tests the pH of  the te st solution should be adjusted to the pH of the biocidal product.  

Schematic overview of possible test results and concl usio ns:  

Table 7 .  Three kinds of test types for ide ntifying additional act ive substances.  

Test  
Test 

pr oduc t *  

Resul t  

(lg reduction)  
Conclusion  

Test 1  BP without AS  

<3 **  
all CFs are not active substances in this 

product  

Ó3**  
one or more or the combination of the CF 

might have biocidal activity in the product  

Test 2  Only CF  

< 3**  
this CF is n ot an active  sub stance in this 

product  

Ó3**  
this CF might be acting as an active 

substance in this product  

Test 3  BP without CF  
Ó3.5 **  

this CF is not an active substance in  this 

product  

<3.5 **  this CF might be acting as active substa nce  

* BP = bioc idal p roduct ; AS  = active substances; CF = co -formulant.  
**  lg reduction in an EN phase 2 step 1 tests for bacteria (EN  1276; EN  1372 7; EN  1656).  

5.4.0.4.6  Efficacy testing of stored dis infection products to determine/confirm the 

shelf life  

I f the ac tive substance c oncent ration  dec reases by more than 10% during the shelf life of 

the biocidal product, efficacy tests should be performed to confirm the shelf life  by 
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demonstrating the efficac y of stored product 16 . In general, efficacy shelf life tests are 

acceptable if at  least  one o f th e following issues is addressed:  

¶ Efficacy shelf life test s should preferably be performed with aged products that hav e 

been stored for the complete claimed shel f life , or alternatively, with the accelerated 

aged products  wit h active substan ce con centra tion  comparable to concentration 

measured in the stored product after the claimed shelf life .  

¶ In some cases, it is also a cceptable when efficacy shelf life tests ar e performed  with a 

fresh product with an active substance concen tration comparab le to the co ncen tration 

measured in a stored product after the claimed shelf life. In those cases, a robust 

justification and/or a cl ear indication from the physico -chemical as sessment is  

required which explains why age - related changes in c o- formulants wou ld not  have an 

effect on the efficacy of the aged product, and why the reduction in the quantity of 

active substance would be the onl y issue to be addressed.  

An efficacy shelf life test can be a phase 2 , step 1 test. The test can be perform ed with the 

most  toler ant te st o rganism within the claimed target organism group which is most difficult 

to kill, under the most difficult conditions  (a robust justification should be provided  base d on 

the fresh product data). The most difficult conditions  are the ones fo r whic h the high est 

product dose is required.  

5.4.0.5   General da ta requirements  

5.4.0.5.1  Test rang e 

Tests (phase 2, step 1) should be performed at a range of concentrations in order to verify 

that the use concentration is suitable for the desired effect , e.g.  not  too high  or no t at t he 

m ini m um effective level . 

5.4.0.5.2  Cla im f or severa l areas of use  

I n cases w here the product is intended for several areas, it i s usually acceptable to perform 

the tests f rom only one area, as long as the test is performed with the wor st  case test 

con ditio ns (tem pera tu re, lg reduction, interf erin g substan ces, etc.) and the test w ith the 

highest/most stringent pass criteria is used . In case the strains are different between the 

PTs all the strains must be tested.  

5.4.0.5.3  Biocidal products with  b iost atic effec t  

For  biocid al p ro duct s with a biostatic ef fect  (bacteri ostatic, fungistatic, etc .), the efficacy 

should be shown by suspension tests  and simulated use tests (e.g. surface tests ). The 

suspension test and simulated use tests should be perfor me d wi th and wit hout 

neutral isat ion. The results from these  tes ts should  show that the product pr events growth of 

the test organism (no increase in n umbers compared to the negative control) but  does not 

necessarily inactivate them (survival of the test org an ism in the tes t wit hout ne utra lisati on).  

5.4.0.5.4  Malodour control  

There are sp ecific requirements for p roducts claiming control of organisms that cause 

mal odour. Phase 2, step1 and step 2 tests shoul d be performed with odour producing micro -

organisms. A justific at ion for which bacte ria, fu ngi,  etc. are relevant to the i nten ded use 

should be provided. Along with these laboratory tests, an odour test should be  performed. 

The CA will decide on a case -by -case basis whether the product will receive authorisation.  

 

16  See Volume I Parts A+B+C , and  Technical Agreements for Biocides  APCP, point 4.2.1  
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5.4.0.5.5  Chan ge s in  ingredien ts 17  

When sm all changes are made to the non -act ive ingre dients in a product, it i s not always 

necessary to repeat all the tests with the new formulation. The applicant may provi de a 

description of the changes and the effects that they have on  the  efficacy of th e produ ct. In  

the case of a minor chan ge, a robust justification might be su fficient (to be decided by the 

CA). In other cases, new efficacy tests will have to be provided.  This can be either a full set 

of efficacy tests or  a test with  the l east susce ptib le organ ism in  the  former test.  

5.4.0.5.6  Treated  art icles  

See Section 5.3  fo r guidance  on Treated Articles.  

5.4.0.5.7  Biocidal Product Families  

When  authorisation is requested for a product fa mily, efficacy should be demonstrated for 

the whole group but n ot  nec essarily o f eac h produ ct. More information is availab le i n Section  

5.2 Product Families . 

5.4.0.6  Re sistance  

See section 3.2  for guidance on resistance.  

5.4.0.7  Assessment of application for authorisation  

5.4.0.7.1  Decision making  

Biocidal Product Regulation 528/2012 (Annex VI ) stip ulates rul es fo r  decis ion ma king  for 

biocides.  

The te st r esults mu st meet the requirements of the standards or other criteria for 

acceptance wh ich are described below per type of use. Whe re a product does not conform to 

these criteria, the applicant should  provide a  just ificati on i n the application as to why  the  

product should still be recommend ed for authorisation. The CA will decide on a case -by-case 

basis whether the product will receiv e authorisation.  

5.4.0.7.2  Assessment  

The CA assessor/expert assesses the  perfo rmance of the p roduct as d em onst rated in the 

submitte d ef ficacy te sts against the label cla ims made for the product and the above criteria. 

If the product is judged to be sufficiently eff ective in laboratory (and, where relevant, field) 

tests, the pr oduct will be re comme nded fo r au th orisation as far as effic acy is concer ned.  

In exceptional cases  the applicant may provide justification as to why t he specified 

acceptance criteria are not met  but the product is still acceptable. The CA will evaluate any 

justification on  a cas e-by -case basis, possibly in consultation with the other CAs, and decide 

whether it is acceptable or not.  

The following section s give more specific dossier requirements pe r type of disinfectant.  

 

 

17  For this section, the product family concep t of the BPR is not yet taken into account.  
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5.4.1  PT1  Human hygiene biocidal products  

5.4.1.1  In tr oduc tion  

Produ ct typ e 1 co ntai ns biocidal products used for human hygiene purposes, applied on or in 

contact with human skin or scalps for the prim ary purpose of disinfecting the skin or scal p.  

Products applied on human skin may be assigned to either bio cidal, medicinal  or co smetic  

pro ducts or even to medical devices. If the product under investigation is within the scope of 

the Medicinal Pro ducts Di rective (2001/83/EC), the Cosmetic Products Regulation ((EC) No 

1223/2009) or the Medical Devices Directive  (93/42/EEC), it  is ex cluded  fro m the BPR for 

the respective use.  

Products for disinfection of damaged skin (e.g. wound disinfection) or disi nfection  of 

undamaged skin before a medical treatmen t of a patient (e.g. pre -operative skin disinfection 

before sur gery and disinfe ction before  inj ection) and products with a claim of medicinal use 

are always medicinal products (covered by the Directive 20 01/83/EC  on med icinal products 

for human use).  

Bioci dal products within PT1 are mainly hand disinfectants, which ca n include dis inf ection  of 

th e wr ist and forearm.  

When applying for authorisation for a biocidal product within PT1 a detailed description of 

the inte nded use should be given, to prevent authori sation of medicinal products, or 

cosmetic or medicinal uses, as  biocides (e.g. the cl aim ñskin disinfectionò is insufficient). 

For products that fall under the BPR the data requirements des cribed in the following  

sections apply.  

5.4.1.2  Hand disinfectants  

5.4.1.2.1  Introduc tion  

Hand disinfectants can be divided in to  hygienic handwash, hygienic handrub , surg ical 

handw ash and surgical handrub products. Handwash products are intended to be used with 

water, handr ub products are intende d to be used without the addition of water. Hand 

disinfectants can include disinfection of the wrist and fo rearm. Products includ e liqu ids,  gels, 

wipes, etc.  

Hand disinfectants can be used in a wide variety of areas such as hospitals  and other 

healthcare i nstitutions, food, beverage and other indust ry, private homes, etc.  

In the sections below the requirements and acceptance c riteri a for most  common uses are 

specified. For other uses and claims that are not specifically mentioned the requirements will 

be se t  on a case -by -case basis by the CAs.  

5.4.1.2.2  Data r equirements  

Test methods  

For efficacy testing of hand disinfect ants, the tiered  appro ach as  described in section 

5.4.0.4.1 of this Guidance is preferred. For hygienic handwash, hygienic handrub, surgical 

handwash  and surgical handrub phase 2, step 1 and st ep 2 tests are required. Phase 2, step 

1 tests are available fo r all relevant t est or ganism s an d required depending on the claim 

made. For a claim without specification of the area of use the phase 2, step 1 for the 

medical area should be used.  
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For bacteri a a phase 2, step 2 test is available for these uses and theref ore mandatory. F or 

oth er org anis ms phase 2, step 2 tests wil l be mandatory when they become available. For 

an overview of available EN tests see Appe ndices 2 and 4.  

Disinfectant towelettes/wipe s  

For hand disinfectant wipes, phase 2, step 1 tests should be  done preferably  with the li quid  

extracted from the wipe or,  if difficult to extract, use the liquid as it is before it is added to 

the wipes. Phase 2, step 2 tests for hand disinfection (modif ied EN 1500) should be tests 

with the wipe applied on volunteer sô hands accordi ng to the in tend ed use. The wipes should 

be used on full hands and not on the fingertips only. In addition, a test must be performed 

that shows that either the wipe will still d isinfect if the wipe dries out ,  or that the wipe stays 

wet long  enough to disin fect a ccordi ng t o the claim. In addition, th e use directions can 

address these issues, for instance, stating on the label that only w et wipes are efficacious or 

giving expiry da tes for re -sealable packages if appropriate according to the in tended use 

condi tions.  

Test orga nis ms  

Hand disinfectants int ended for general hygiene purposes should be at least sufficiently 

effective against bact eria and yeasts. Efficacy tests with these o rganisms should always be 

provided. For hand disinfectants inte nded for use in indust rial e nvir onments to prevent 

spoilage of products, in some cases also prevention of bacteria and yeast infections is of 

importa nce, for example, in the food and cosmetic i ndustry. In other industries , it may be 

justified that only eff icacy against ba cteria  is su ffic ient.  

For all other groups o f organisms , tests have to be provided only when activity against those 

specific organism s is claimed.  

The test organisms used in eff icacy tests are normally stated in the applicable standard test  

methods.  

Addit ionall y to t he o bligatory species, other species can be used if there are valid scientific 

arguments to justify their use, such as a need to show a ctivity against specific organ isms of 

concern in a human health environment, especially emerg ing health ris ks , or i n spec ifie d 

industries.  

An overv iew of reference test org anis ms is giv en in Appendix 3.  

Virucid al activity  

For products used as  hygienic hand  disinfectants , a differentiat ion in the virucidal activity is 

made.   

The claims can be:  

¶ viru cidal activity;  

¶ limite d spec trum  virucidal activity;  

¶ virucidal activity against enveloped viruses.  

For each claim , different test organisms should be  tested , i.e.  for virucidal activity Poliovi rus, 

Adenovirus and Murine Norovirus , for l imited spectrum viru cidal activity A denovi rus an d 

Murine Norovirus , and Vaccinia  virus  for activity against enveloped viruses . 

The SPC should clearly state which virucid al claim is demonstrated.  When only the limi ted 

spectrum virucidal activity or virucidal  activity against e nveloped viruses  is de monstr ated , 

the claim cannot be ñvirucidal activity ò. 
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General public (n on -professional  user s)  may not understand the difference  between a 

virucidal activity claim , a limit ed spectrum virucidal activity claim  and a claim against 

envelo ped viruses . The refore , the inst ructions for general public  should be carefully worded.  

Test conditions  

It is important that the tests are performed using the same contact time as claimed in  th e 

SPC. 

The contact time can be found in the relevant EN standar ds. In general:  

¶ for hy gienic  han dwash and handrub products the contact time is between 30 and 120 

seconds;  

¶ for hygienic handwash and handrub products  used in the medical area the contact 

time i s usual ly 30 seconds for bactericidal, yeasticidal activity and  virucidal activ ity 

against enve loped viruses;  

¶ for surgical hand disinfection products the contact time should not exceed 5 minutes.  

It must be assur ed that the disinfected hands stay wet durin g treat ment , e.g. by applying 

enough product or by applying the  product several  times . 

Phase 2,  step 1 tests should be carried out with soiling (interfering substances) for clean or 

dirty conditions depending on the intended use and according to the releva nt EN t ests, i.e. 

EN 13727 and EN 13624 (medical and veterinary  area) or EN 127 6 and EN 165 0 (i ndustrial, 

domestic, institutional area). Dirty conditions in phase 2, step 1 tests are mandatory for 

handwash applic ations. For handrubs, clean conditions in ph ase 2, step 1 tests suffice if use 

instructions state that the product must be applie d on v isib ly clean hands . 

For handwash products , the phase 2, step 1 tests should be performed with pre -dilut ed  

product to take  into account that the product is used on we tted ha nds. This is described in 

EN 13727 , EN 13624,  EN 1276, a nd EN 1650,  and a simi lar ap proa ch should be taken fo r 

other organisms.  

Phase 2, step 2 tests are performed without additional soiling according to E N 1499, EN 

1500 or EN  12791. The soiling nee ded for clean and dirty conditions can be found in the 

relevant  EN phase 2, ste p 1 te sts an d in  the  Appendix 4 . Note that dirty conditions for 

products used in hospitals and healthcare differ from those in other  areas of use.  It is 

important that the test s are performed using the same contact time as claimed in  the SPC. 

The contact  time c an be  fou nd in the relevant EN standards . In general:  

¶ for hygienic handwash and handrub products the contact time is between 30  and 120  

seconds;  

¶ for hygienic handwash and handrub products used in the medical area the contact 

time is u sual ly 30 secon ds for bacte rici dal, yeasticidal activity and virucidal activity 

against enveloped viruses;  

¶ for surgical hand disinfection products th e contact time should not exceed 5 minutes.  

It must be assured that the disinfected hands stay wet during t reat ment , e.g. by appl ying 

enou gh product or by applying the product several times.  

Phase 2, step 1 tests should be carried out with soiling (interfe ring substances) for clean or 

dirty conditio ns depending on the intended use and according to the relevant EN t ests, i.e. 

EN 1372 7 and  EN 13624 (medical and veterinary area) or EN 1276 and EN 1650 (industrial, 

domestic, institutional area). Dirty condition s in phase 2, step 1 tests are mandatory for  
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handwash applications. For handrubs, clean conditions in phase  2, step 1 test s suffi ce if  use  

instructions state that the product must be applied on visibly clean hands . 

For handwash products , the phase 2, step 1 tests should be performed with pre -dilut ed  

product to take into account that the product is used on wette d ha nds. This i s descr ibed in 

EN 13727 , EN 13624,  EN 1276, and EN 1650,  and a similar approach should be taken fo r 

other organisms.  

Phase 2, step 2 t ests are performed without additional soilin g according to EN 1499, EN 

1500 or EN  12791. The soiling needed  for clean and dirty c ondit ions  can be found in the 

relevant EN phase 2, step 1 tests and in the  Appendix 4 . Note that dirty conditions for 

products used in hospitals and healthcare differ from  those in other areas of use.  

5.4.1.2.3  Acceptance criteria  

A product in PT1 will be ass essed t o be suff iciently effective if the required laboratory tests 

have been carried out (using the required test organisms and test conditions), and the pass 

criteri a for the t ests have been met.  

Where pass criteria are availabl e in the st andard test, th ese sho uld b e me t. For PT1 products 

the required lg reductions are referenced in Appendix 4 or EN  14885.  

Since the test methods for th ese types of products are generally establis hed, deviations are 

not foreseen. If, however, devia tions are c onsidered neces sary, t hey m ust be justified in the 

application.  

5.4.1.3  Other skin and scalp disinfection  

For other skin and scalp disinfection products the overlap with medicinal and cosmetic 

products  is significant. Only products that are not covered under eithe r of these dire ctives 

can b e co nsidered as PT1 disinfectants.  

5.4.1.3.1  Data requirements  

Test methods  

For other skin disinfection products , the tiered approac h as described in section 5.4.0.4.1 of 

this Guidance is preferred: phase 2, step 1  and s tep 2 tests are req uired.  

The same  phase 2, st ep 1  tests as required for hand disinfectants can be used.  

Currently, there are no European phase 2, step 2 standard tests  available for other skin 

disinfectants. How ever, test protocols may be designed by adap ting existing stand ards (e.g. 

CEN methods  invo lvin g volunteers) in a way that mirrors the respe ctive application.  

Newly designed test protocols should be timely discuss ed with and agreed upon by the C A 

before tes ts are carried out.  

Deviations from the exis ting/future standar ds should alw ays be me ntion ed a nd justified.  

For an overview of available tests see Appendices 2 and 4.  

Test organisms  

Disinfectants for other skin a nd scalp should be at least sufficiently eff ective against bacteria 

and yeasts. Efficacy  tests with these o rgan isms should  always  be p rovi ded.  

For phase 2, step 1 tests the standard organisms o f these tests should be tested.  

For phase 2, step 2 tests eithe r the standard organisms of these tests can be tested or the 

normal occurring microflora  in volunteer tests .  
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For all other  groups  of o rgan isms tests only have to be provided when activity against those  

specific organisms is claimed.  

Justification for the u sed test organisms should be provided.  

The t est organisms used in efficacy tests are normally stated in the  applicable sta ndard t est 

m etho ds. An overview of reference test organisms is given in Appendix 3.  

Test conditions  

It is important that the tests are  performed using the same contact time as cl aimed in the 

SPC. The claimed contact tim e has to be a realisti c value and sho uld be justi fied  for the use.  

Phase 2, step 1 and phase 2, step 2  tests should be carried out with BSA as soiling 

(interfering substan ces) for clean or dirty conditions depending  on the intended use. 

Simulated -use stud ies with volunteers are  in general pe rformed with out additional soiling.  

The soiling needed for clean and dirty conditions can be found in the relevant EN tests (see 

EN 14 885, medical area ) and referenced in Appendi x 4.  

5.4.1.3.2  Accep t anc e criteria  

A product in PT1 will be assessed to b e sufficiently  effecti ve i f th e required laboratory and 

simulated -use tests have been carried out (using the required test organisms and test 

conditi ons), and when the pass criteri a for the tes ts have been met.  

Where pas s criteria are available in the stan dard test, the se shoul d be  met . For PT1 products 

the required lg reductions are referenced in Appendix 4 or EN  14885.  

Deviations from the pass criter ia are possible but must be justified in the  application.  

5.4.2  PT2  Disinfectants and algaecides not intended for  direct applic at ion to  
hum ans or an imals  

5.4.2.1  Introdu ct io n  

Product type 2 18  contai ns disinf ectants and algaecides no t intended for direct application to 

humans or  animals. This includes inter alia:  

¶ products used for the disinfection of surfaces, materials, equi pment and furn it ure 

wh ich are not u sed for direc t  contact with food or fe edin g stuffs;  

¶ usage areas such as swim ming pools, aquariums, bathing and oth er waters; air -

conditioning systems; and wal ls and floors in private, public, and industrial areas and 

in o ther areas for  profe ssiona l ac tivit ies;  

¶ products  used for disinfection of  air 19 , water not used for human or ani mal 

consumption, chemical toilets, was te water, hos pital waste and soil;  

¶ products used as algaecides for treatment of swimming pools, aquariums a nd other 

water s and fo r re medi al tr eatment of co nstr uction materials;  

 

18  This includes biostatic products.  

19  This is taken to mean disinfection of air itself. Disinfectants sprayed or vaporised i nto the air (e.g. room 
dis infection by vaporised biocide) are generally for the purpose of disinfecting surfaces and not the air itself. 
Disinfectants for air conditioning systems disinfect the surfaces in these systems, not the air coming out of it.  
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¶ pro duct s used to  be incorporated in texti les, tissues, masks, paints and other articles 

or materials with the purpose of pr oducing treated articles with disinfecting 

properties.  

The data  requirements (t est st anda rds and t est organisms )  and assessment criteria  for  the 

most  common uses are specifie d below. Detailed but non -exhaustive l ists of the most 

relevant product applicatio ns and uses of disinfectants within PT2, together with the rele vant 

test meth odolog ies ar e gi ven i n the claims m atr ices which are a set of t ables lin ked to this 

guidance docu ment (see  Appendix 1 for more informat ion).  

All of the possible uses in this PT ca nnot be covered in the matrices. For other, less 

common, uses a nd claims that  are n ot  specifi cally  mentioned, t here  is often no internat iona l 

standar d tests available. Where this is the case, the applicant should  provide tests that show 

the efficacy of the  product and a justification for the use of these tests. The as sessment of 

th ese pr oducts  wil l be based on expe rt  j udgement and will be hand led case -by -case.  

5.4.2.2  Data requirement s  

There are some general data requirem ents that apply to all uses in PT2, and thes e are 

described below. There are also specific data requirement s that apply t o diff erent type s of 

use, and thes e are described in the se ctio ns coveri ng those uses.  

The intend ed uses of the disinfectant determine which tests will be required to support the 

product. Tests that most closely reproduce the practical applic ation conditio ns sho uld be  

selected . 

In general it  is not known which org anis ms are pr esent on a surface or mat rix to be 

disinfected. Therefore a dis infectant must have a broad spectrum of acti vity, in order to 

control all of the organisms that may be pres ent.  

5.4.2.2.1  Use in he al th c ar e  

For ge neral applications in healthcare areas , e.g. disinfection of surfaces, the products 

should be at least sufficiently eff ective against bacteria and yeasts (which ar e responsible for 

the most common nosocomial infections). Addit ionally, effic acy agai nst othe r organisms can 

be claimed.  

Products intended to disinfect surfaces th at are frequently touched and cannot be kept free  

from touching, either by patients , medical staff or  different people, longer than 5 min  

(therefore , potent ially leading to the t rans miss ion of microorganisms to the patient ) , 

requires  a maximum contact time of 5 min. In case whe n activity against more cha llenging 

target organisms (mycobacteria, vir uses, fungal spores, bacterial spores) is claimed, which 

need a  longer contac t time, then  a m aximum 15 min is possible.  Products for other surfaces 

th at should be kept free  from touching, e.g. by locking a room, m ay be tested with a contact 

time of maximum  60 min . 

5.4.2.2.2  Tubercul osis departme n t s  

I f the product is to be u sed in tu berculos is depart men ts, the product should be efficacious as 

a general disinfectant used in health care (efficacy against bacteria and yeast), b ut 

tuberculocidal activity or mycobacteric idal  acti vity must also be demon st ra ted.  

5.4.2.2.3  Cleanrooms  

Products to b e used in cle anrooms o nly  dif fer in the data requirements for the interfering 

sub stance to be used in the tests. As an exception to the rule, product s to be used in 

cleanrooms do not require ad ditional soiling in the test. A cleanroom has a controlled leve l of 
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contamin ation tha t i s sp ecified by the number of particles per cubic metre a t specified 

particle size. The soiling level in cleanrooms is so low  that even testing under clean 

conditions fo r the EN tests is still overdosing of soiling compared to clean rooms. For th ese 

uses , th e hi gh load of test organisms can be seen as soiling. Te sts without soiling will only 

be accepted when the label states the specific use in cleanrooms which are classif ied 

according  to  ISO  14644 -1  in class 1 to 8 or  according  to  GMP EU classifi cation  in  Grade  A to C.  

5.4.2.2.4  Products against viruses  

Products against viruses must be effective against viruses with and without an ñenvelopeò 

(protein or lipid mantle). For such p rodu cts , virucidal activity can be claimed if efficacy 

against non -enveloped vir uses has bee n pr oven.  

For products used as hard surface disinfectants , a differentiation in the virucidal activity can 

be made.  

The cl aims can be:  

¶ virucidal activity;  

¶ limited spe ctrum virucidal activity;  

¶ virucidal activity against enveloped viruses.  

For disinfect ant s us ed by professional users , the virucidal activity , limited spectrum 

virucidal activity and the virucidal activity against  enveloped viruses can be claimed.  

For disin fectants used by the general public in non -healthcare areas , on ly the viruci dal 

activ ity  and  virucidal activity agains t enveloped viruses can be claimed . 

For each virucidal claim , different test organisms should be tested  as specified in the 

relevant EN st andards (see Appendix 3).  

5.4.2.3  Disinfectants f or h ard surfaces (i n P T2 )  

5.4.2.3.1  Introd u ct ion  

Bioci des can  be used to disinfect har d surfaces in areas such as hospitals (including 

veterinary hospitals, dental facilities etc.),  industry, institutions or private homes. Th ese 

surfaces may be tables, floors, walls, the outsides of mach inery and har d furnitu re , etc . 

Products are often wipe d or sprayed onto the surfaces and may be washed or wiped off aft er 

a certain contact time.  

The testing requirements for some specific uses  of hard surface disinfectants are discussed 

in separate sectio ns, for examp le, toile ts , roo m disinfection with vaporised biocide, 

immersion of equipment into the product, etc. As the areas of use can be as diver se as 

private homes to operating theatres, t he test requirements might var y depending on the 

area of use.  

5.4.2.3.2  Data requir em en ts  

See g eneral data requirements for PT2. A detailed, but non -exhaustive list of the most 

relevant product applications and uses of har d surface disinfectants and the required tes t 

methodologies are given in Claims Matrix PT2, table for ñHard surfacesò: the claims  m atric es 

are a set of tables linked to this guidance document (see Appendix 1 for more i nformation 

and also Appendix 4).  

Test m ethods  

For efficacy testing of hard surface  disinfectants, the tiered approach as described in section 

5.4 .0.4.1 of thi s Guidanc e is pr eferred.  
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The following tests are required f or a hard surface disinfectant:  

¶ a quantitative sus pension test (phase 2, step  1);  

¶ and a quantitative surface test (phase 2, step 2),  

both simulating practical conditions appropriate to  its intended  use (tem peratur e, soiling, 

different surfaces,  contact time, etc.).  

Table 8 . The following p hase 2, step 2 test s should be used for the respective  

applicat ion methods.  

Application 

group  

Application 

method  

Exemplary use 

instructions  

Phase 2, 

step 2 test  

Wi pe/mo p 

te st  

mate rial  

Spraying  

1.  Spraying  

2.  Pouring  

3.  Foaming  

Make sure to wet surfaces 
completely by spraying the 

pro duct onto the surface to be 
disinfected.  

Aft er spraying, the required 
contact time has to be respected 

until further treatment, e.g . 
wiping to d ry the su rf aces.  

Tests without 
mechanical 
action, e.g. 

EN 13697  or 
EN 17387  

not applicable  

Wiping with 

specifie d 
wipes  

Wiping with 
ready - to -use  

wipes.  

Wipe  the surface to be 
disinfected. Make sure to wet 

surfaces completely.  

Test with 
mechani cal 

action, e .g. 
EN 16 61 5 

Specified wipe 
material.  

In case several 
wipe materials 
are included, 

testing should 
at least be 

carried out 
with a 

representative 
worst -case 

wipe material 
(the choice of 

worst -case 
material needs 

to be justified). 
If this is not 
feas ible, at 

least one  wipe 
m aterial should 
be tested with 

all test 

organisms and 
the remaining 
wipe materials 

at least with 
the most 

resistant test 
strain of each 

targe t 
organism 

group.  

Wiping with 
specified 

wipes, which 
are soaked 

on -site by the 
user.  

Soak the wipe s with 
pr oduct/s pray product on the 
wipe until completely soaked 

and then wipe the surface to be 
disinfected. Ma ke sure that the 
surface is completely wet a fter 

the wiping step.  

Example: specified wipes are 
provided in dry form in a bucket. 
Prior to use, t he user p ou rs th e 

liquid product in the bucket and 
lets the wipes soak  

Test with 
mechanical 
action, e.g. 
EN 1661 5 

Wiping with 
unspecified 

Applying 
product onto 

Apply, e.g. spray, pour product 
onto wipe until it is soaked and  

Test with 
mechanical 

Testi ng sh ould 
be carried out 
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wipes  wipe followed 

by wiping  

then wip e the s urface to be 

disinfected. Ensure that the 
surface is completely wet after 

the wiping step.  

action, e.g. 

EN 16615  

 

with the 

standard wipe 
listed in EN 

16615.  

 

Applying 
product  onto 

surface  
followed  by 

wip ing  

Apply, e.g. spray, pour product 
onto the surface to be 

disinfec ted and then wipe the 
surface.  

Ensure that the surface is 
completely wet aft er the wiping 

step.  

Mopping with 
specifie d 

mops  

Mopping with 

ready - to -use 
mops  

Mop the surface to be 

disinfected. Make sure to w et 
surfaces c ompletely . 

Test with 

mechanical 

action, e.g. 
EN 16615  

Testing should 
be carried out 

with the 
standard wipe 

liste d in EN 
16615.  

Mopping with 
specified 

mops , which 
are soaked 

on -site by the 

user.  

Soak the mop with the product 

and then mop the surface to be  
disinfec te d. En sure that surface 

is completely wet after the 
mopping step.  

Test with 
mechanical 
action, e.g. 
EN 16615  

Mopping with 

unspecified 
mops  

Apply ing 
product onto 
mop followed 

by mopping  

Soak the mop with the product 

and then mop the  surface to b e 
disinfe ct ed. E nsure that surface 

is completely wet after the 
mopping step.  Test with 

mechanical 

action, e.g. 

EN 16615  

 

Testing should 
be carried out 

with the 

standard wipe 

listed in EN 
16615.  

 

Applying 
product onto 

surface 

followed by 
mopp ing  

Apply, e.g. spray, pour product 

onto the surface to be 
disinfected and then mop  the 

surface.  

Ensure that surface is 
completely wet after the 

mopping step.  

Others  Brush ing  

Make sure to wet surfaces 
completely whe n applying the 

product onto the surface by 

brushing.  

Tests without 
mechanical 
action, e .g. 

EN 13697  or 
EN 173 87  

not applicable  

Tests in phase 3 are optional, as no validated test methods are available yet. Sever al 

methods for testing the efficacy of hard surface disinfectants are available. Appe ndices 2 and 

4 give a list of recommended test  methods.  

The followi ng docum ents are recommended for surface disinfection:  

¶ EN 14885: gives an overview of which EN phase 2, step 1 and step 2 t ests to use 

for different  uses,  

if CEN standards are not relevant or available for the use or organisms claimed , the 

followin g docume nts are recommended if appropriately reflecting the application:  

¶ OECD guidance for the testing of chemic als: Quantitative method s for evaluating  

the  activity of microbicides used o n hard non -porous surfaces (these are surface 

tests whi ch would be c onsidere d phase 2, step 2 tests),  
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The use of the specified tests is strongly recommended where they are relevant  and 

appropriate. Where the tests are not ap propriate to the product, other tests can be used, 

although a justification for the rel evance of the  tests u sed shou ld also be provided.  

It is preferred that tests should be selected that correspond to the use ar ea of the product 

(e.g. tests from medical a reas for use in h ospitals and tests fr om  industrial areas for use in 

the cosmetic indus try). Where t he produ ct is in tended for use in several areas it is 

acceptable to perform the tests specified for only one of the areas, as long as the test with 

the high est/most stringen t pass criteria is used. In some cases where the worst -case  cannot 

be clearly ident ified al l are as must be tested.  

Where specific conditions apply for a field of use, such as high/low - level soili ng, high/low 

temperatures, relevant contact times , etc. (see section 5.4. 0. 4.4  of this Guidance), these 

conditions should be includ ed in the eff icacy te sting.  

Disinfectant towelettes/wipes  

For disinfectant wipes, the phase 2, step 1 tests should be done p referably with the liquid 

extracted from the  wipes , or if difficult to extract, us ing  the liquid as it is before it is added 

to the  wipes. Phase  2, step  2 tests  should be tests with mechanical action. These tests are 

available for bacteria and yeasts. For t esting other organisms surface tests can be  done with 

liquid extracted from the wipes (not the original liquid), with a justificat ion of the vo lume 

tha t  is app lied per square centimetre. In addition, a test must be performed that shows that 

either the wip e will still disinfect after the wipe dries out ,  or that the wipe stays wet long 

enough to disinfect according to the claim. In add ition, the us e direct ions can  address these 

issues, for instance, stating on the label that only wet wipes are efficacious, d efining the 

surface area each wipe can disin fect ( e.g. 0.5 m 2), or giving expiry dates for re - sealable 

packages.  

Test organisms  

The test organis ms used in effic acy tests are normally stated in the applicable standard test 

methods. For use in veterinary hea lthcare the target organisms in the test for  the veterinary 

area (PT3) should be used.  

If standard tests are not used (there will n ormally need to be a justific ation for this), the test 

organisms used to support a general claim should be demonstrated to be  equivalent to the 

reference test organisms given in Appendix 3.  

Tests with test organisms other than those mentioned in Appendix 3  are acceptab le if 

adequate s cientific evidence is submitted on which the relevance of the test organism to the 

field of use can be judged.  

Also , see the general data re quirements PT2 for specific claims and minimum requirements 

in healthcare.  

5.4.2.3.3  Acceptance c riteria  

A pro duct wil l be ass essed to be sufficiently effective if the required laboratory and, where 

relevant, field tests h ave been performed  (using the required test  organisms and test 

conditions), and when the pass criteri a for the tests have been met.  

Where pass criteria  are ava ilable in the standard test these should be met.  

If the test does not provide these criteria, the  general criteria referenced in Appendix 4 o r 

EN 14885 can be taken as guidance for the level of reduction required. Deviations fro m the 

pass c riteria ar e poss ible but must be justified in the application.  
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5.4.2.4  Soft furnishi ngs  

5.4.2.4.1  Introduction  

Disinfectants for us e on soft furnishings are intended to be use d on fabrics in the home, 

institutional environment, healthcare and healthcare faciliti es. These ca n be use d to tre at 

porous soft surfaces such as curtains, sofas,  upholstery, mattresses and carpets. The 

products  are often sprayed onto the surfaces.  

5.4.2.4.2  Data r equirements  

See general data requirements for PT2 . A detailed, but non -exhaustive list of the most 

relevant  product  applications and uses of soft furnishing disinf ectants and the required test 

methodology is give n in Claims Matrix PT2, table for ñSoft furnishingsò: the claims matrices 

are a set of tables linked to this guidance document (see  Appendix 1 for more  informa tion) .  

Test methods  

For efficacy testing of surf ace disinfectants for use on soft furnishing the t iered approach as 

described in section 5.4. 0.4.1 of this Guidance is preferred.  

The following tests are requi red for a surface dis infectant:  

¶ a quantit at ive su spension test (phase 2, step 1);  

¶ and a quantitative surface test (phase 2, step 2);  

both simulati ng practical conditions appropriate to its i ntended use (temperature, soiling, 

different  surfaces, contact time, etc.).  

Tests in ph ase 3 are op tional a s no val idated test methods are available  yet.  

Where possible, the phase 2, step 1 test should be selecte d from EN  14885 from the table 

that correspo nds to the use area of the product (e.g. test from the medical area for use in 

hospital s and test f or domes ti c area s for use in private homes).  

The phase 2, step 2 surface carrier test can be derived from the ada ptation of CEN TC 216 

surface tests. Instead  of a hard surface carrier, carriers could be made of suitable fabric 

types. ISO 20743 can also be used, or  other q uantitative methods including tex tile as a 

carrier. EN  16616 is not relevant since this is done i n washing machines.  

Test organisms  

The same test organisms as given for hard surfaces shoul d be  tested. See se ction 5.4.2.3 .2 

test organi sms, of thi s Guidance and Appendix 3.  

5.4.2.4.3  Acceptance criteria  

A product will be assessed to be sufficiently effective if th e required laboratory and, where 

re levant, f ield tests have been performed (using the required test organisms and test 

conditions),  and when th e pass c ri teri a for the tests have been met.  

Where pass criteria are available in the standard tests , these shoul d be met.  

If the test does not prov ide these  criteria, the general criteria referenced in Appendix 4 can 

be taken as guidance for t he level of reductio n requir ed. Deviations from the pass criteria 

are possible but must be justified in the application.  
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5.4.2.5  Room  disinfec tion /automated airborne disinfectio n of surfaces  

5.4.2.5.1  Introduction  

Automated airborne r oom (enclosure) disinfection involves th e reduction and inac ti vation  of 

micro -organisms on the surfaces of the walls, floor s and ceiling s of the room, as well as on 

external surfaces of the  furniture and equip ment present in the treated room. The product is 

applied by airborne diffusion in the f orm  of an ae rosol, a  vapour or a gas , generated from a 

device, without the need for human intervention . A homogeneous distrib ution of the biocid al  

product in the volume of the room , reaching all surfaces (including ceilings and the 

undersides of horizontal  surfaces) , needs to  be ensu red.  Manual or other ways of directed 

spraying are  not covered in this sectio n, but under hard su rface disinfection (see section 

5.4.2.3  of t his Guidance).  

Room disinfection may not disinfect the inside parts of furniture, and w ill not disi nfect th e air 

it self, so these uses are not considered in this section.  

5.4.2.5.2  Process  

The applicat ion of the product co nsists of four phases:  

1.  the conditioning phas e (required depending on the type of active substance and 

application procedure), durin g which the environm ental co nditions (relative humidity, 

temperature) are modified to an  optimal level f or the product;  

2.  the gassing/diffusion phase, during which the pro duct is diffused into the room  

(enclosure ) , in order to rea ch the effective concentrati on  (di ffusio n time) ;  

3.  the dwe ll  phase, which corresponds to the contact time required to obtain the 

expected level of efficacy ;  

4.  the terminal phase, which includes aeratio n of the room to remove any disinfectant 

present in the air, or other procedures for in activation o f the ac ti ve sub st ance, before 

access of people or animals into the room can be permitted (see Figure 2 below).  

The airborne disinfection contact time (ADC) is the time from first release of the product  

(disinfectant) into the enclosure to the end of the dwell  sta ge (i.e . stage s 2+3) .  
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Figure 2 :  The various phases of a cycle of disinfection o f an automatic process  

 

Particular attention must be given to the diffusion  time and contact time. The  diffusion  t ime 

is the  time ne cessary to reach a target concentration of the product in the air  of the room  

and on the surfac es to be disinfected in a given volume, whil e the contact time is the time 

necessary to reach the expected efficacy.  

Note: the vari ous phases o f the cycl e presen ted are theoretical and can be adapted 

according to the process. In specific cases,  the mainten ance of a concentration of biocide in 

the at mosphere may be achieved by the regular introduction of additional biocide during the 

contact phase . 

5.4.2.5.3  Data req uirement s 

Airborne disinfection differs from the direct application of liquids to surfaces. Therefore t he 

EN phase 2, step 2 standards for surface disinfection are not applicable for room 

disinfection.  

The following test is required for a room d isinfectan t:  

¶ simu lated -use  test , such as  EN 17272  for disinfection using the airborne  application 

(phase 2, step  2).  

EN 17272 test method consists of two pa rts:  

Part 1: Efficacy test, intended to ensure that minimum efficacy requirements are f ulfilled for  

each type  of acti vity claimed and for the targeted application area(s).  

Time (h)  

Concentration of the 

bio cidal pr oduct in  the 

air  

1 2 

3 

4 

Phases of the cycle:  

1: preconditio ning (optional)  

2: diffusion  

3: dwell phase  

4: terminal  phase (aerati on)  

Diffusion ti me 

Dwell  phase  

Immobil ization of the room  to be disinfected  

Terminal phase 

(waiting time bef ore 
rein troducti on of the 

operator)  
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Part 2: Distribution test: intended to e nsure the efficacy of the process throughout  the 

enclosure. It is performed with  a reference test organism at 4 sampli ng positions.  

Every autom ated airbo rne disi nfection cycle/application is unique, and the purpose of EN 

17272 is to provide a defined chall enge for the automated airborne disinfection  system to 

successfully meet in order to be considered an efficacious process. The stan dard method 

should the refore n ot be regarded as a validation for all intended treatments with a particular 

automated airborne  disinfection system (see also 5.4.2.5.5  Provisions to be taken into 

account ).  

This method is used to qualify the process, i.e . th e device(s) and produc t(s) nee ded for 

implementation. For such chemical processes, the combination of the technical 

character istics of the device and product cannot be s eparated.  

Principles  of room (enclosure) disinfection  

Inert and dry carriers contam inat ed with a kn own number  of micr o-organisms (bacteria, 

fungi, yeasts, mycobacteria, spores and viruses including bacteriophages )  are placed in a 

room of defined volume, te mperature and relative humidity. The size of the test room should 

be relevant to th e cl aims for the  product  (see belo w for more information on room size) . The 

carriers used are often stainless steel, but other non-porous relevant materials can also be 

used , such as glass or plastic.  

When the disinfection of textiles (curtains etc.) and other  materials ( e.g. wallp aper ,  fi lters in 

flow cabinets) is claimed, appropriate carriers should be used to demonstrate efficacy . The 

standard EN 17272 does not include  por ous carriers , therefore the test should be adapted 

for porous surfaces, other wise diffe rent tests s hould be u sed . In that case, a justification for 

the relevance of the tests used should be provided. The test des ign should be discussed with 

and agreed upon  by the CA before testing takes place. The evaluation will be done on a 

case-by-case ba sis by the C A.  

Dependi ng on th e area of use, suitable interfering substances should be tested (e.g. blood 

for use in hospital s in dirty conditions ) . Nevertheless, t his t est includes also the use of 

skimmed milk as a protective substance in order to maintai n the viabil ity of the  sensiti ve  

micro -organisms on the carriers during the test.  

The inoculated carriers must be placed in a  vertical position with inocula facing away from 

the diffuser. Their distance to the d iffuser depends on the room dimensions (for i nstance: 

see Annex A o f EN 172 72 ). The test method defines obligatory test conditions for 

parameters that may influence t he s uccess of the disinfection  (temperature, hum idity, 

volume of the enclosure) . 

Similar c arriers are placed under temperature and rela tive humidit y conditio ns simul ating as 

close as possible those recorded in the enclosure at the start of the test , to act as controls.  

Additional tests can be performed to simulate specific conditions that are e ncountered in the 

practice and to fit with la bel instruct ions. In t his case , all experimental conditions should be 

described clearly in the test reports.  

Automated airbor ne system:  

Disinfection efficacy of automate d airborne systems depends on many parameters apart 

from the biocidal product itself. T hese paramet ers are re lated to  the room to be disinfected 

(e.g. spatial configuration, types of surfaces), ambient conditions  (e.g. temp erature, 

humidity) and the device  used (e.g. the diffusion principle).  
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Therefore, a  detailed description of the technica l characteri stics of t he equip ment and  

parameters used in efficacy tests must be provided:  

¶ equipment name and model;  

¶ diffusio n principle , e.g. :  

-  nebulisation/ cold fogging : generation of an aerosol of discrete particles by any process 

except heating the bioc idal product ;  

-  vapori sation : ge neration of a vapour from a liquid biocidal product;  

-  thermal fogging: generation of an aerosol of discrete particles by any process that 

involves heating the biocidal product ;  

-  fumigation /gassing : with any active substance that  naturally i s a gas at  ambient  

conditions ;  

¶ description of the diffusion performance of the equipment (e.g. maximum ro om size  

to disinfect, average flow rate , average dro plet diameter (µm  rate )  where 

applicable ) ;  

¶ description of the ambient conditions (e.g. relative hum idity , tem perature ) ;  

¶ diffusion time for a specific volume ;  

¶ product concentration (w/w )  

¶ application rate , e.g.  ml diluted product/m 3;  

¶ size of the room ;  

¶ contac t time ;  

¶ clean/dirty conditions . 

Note, for systems that apply large quantities of produc t to the sur face resul ting in run -off 

from the test carrier, the EN  17272 test must be modified to collect and account for an y 

microorganisms mechanically removed from t he carrier .  

Contact time  

As room disinfection may necessitate a long period of treatmen t, the conta ct time to  be 

test ed is not defined. The testing should demonstrate efficacy at a contact time proposed for 

the i ntended use. This should be relevant to prac tical use . 

Room (enclosure) size  

The rooms to be disinfected vary from rather small to quite large.  EN 17272 defines the 

intended use volume claims and required tests a s indicated in the table below.  

Table 9 . Required tests in accor dance with the manufacturers intended use volume 

claims from EN 17272.  

 Small enclosures  Large enclosures  

Inte nded use 

vo lume  

Betwee n 0.25 m 3 and 4.0 m 3 >4 m 3 

Required tests  Tests under obligatory 

conditions in  an enclosure 

between 0.25 m 3 and 4.0 m 3 

Tests under obligatory 

conditions in an enclosure 30 m 3 

to 150 m 3 

Distribution test  A distribution test sh ould  be 

carried out  

A distrib ution te st sh ould  be 

carried out  
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If a process cannot be tested in accordance w ith the obligatory conditions due to it bein g 

physically unable to operate in an enclosure volume as small as 30 m 3 to 150 m 3,  it sh ould  

be tested in a lar ger volume a s a suppl ementary obligatory condition.  

Test organisms  

The test organisms are indicated  in the applicable standard methods. Appendix 3 contains a 

tab le of reference test organisms.  

The general data requirements for PT2 for specific claims and m inimal requi rements i n 

healthc are also apply for airborne room disinfection.  

5.4.2.5.4  Acceptance criteria  

A pr oduct will be assessed to be sufficiently ef fective if the required simulated -use  test ha s 

been performed (using the required test organisms and test condi tions), and when the pass 

crit eri a for the test have been met.  

Deviations from the pass criteria are possible but must be justified in the applic ation.  

5.4.2.5.5  Provisions to be taken into account  

Limitations  

Any limitations of the proce ss should be specified in th e applicatio n.  

Litera ture has shown that airborne disinfection  may not be as effective on wet surface s 

(lower concentration of the product) or in side closed cupboards and closets (where the 

vapour cannot penetrate). Therefore, the SPC should contain approp riate use in struction s 

(such a s stating that cupboard doors sh ould be opened, surfaces should be drie d and wet 

areas (such as sinks and toilet bo wls) should be disinfected with suitable alternative 

products), unless the efficacy test demonstrates that effi cacy is also  ensured under suc h 

adverse conditions.  

Parameters  to be take n  into account  in the SPC:  

I t  has to be noted that product authorisation  should not  be limited  specifically to  the 

equipment described and used in the application. Nevertheless, the  technical cha racterist ics 

of th e described equipment  in combination with environmental factors and the  properties of 

the biocidal product are deci sive  to the outcome of disinfection.  

Then following items should be included in the SPC :  

-  diffusion principle , e.g. nebulis ation, f um igation  

-  range of median  droplet diameter s (µm) , where appliable  

-  type of surface s 

-  contact time  

-  application rate , e.g. ml/  m 3 

-  concentration of the product  (as used by the user)  

-  room size  (m 3)  

-  temperature  

-  humidity  recommendation  

-  pre -clea ning if need ed 
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Biol ogi cal and chemical validation  

As devices cannot be authorised under the BPR, the microbiological and, if possible, 

chemical validation at the place of use is of crucial importance for these uses. Moreover, 

other factors that  may influen ce the effic acy of the  process  in practical use such as the 

furniture, special structures (e.g. bumps  on the walls) or special materials (copper  in 

hydrogen peroxide procedures), including environmental conditions (e.g. temperature, 

relative humidity) whic h may affect  the su ccess of th e disinfection, should  also to be 

considered.  

Considering these influen cing factors, a requirement should be inclu ded  in the SPC to 

validate the airborne surface disinfection process is suitable for the room and activities 

con cerned, and that it  me ets the requirements set  in the use instructions for the diffusion 

regime (dosi ng  application rate , contact time , temperat ure, humidity, volumes of enclosure , 

concentration in the air, and contact time during each phase) for specific circumstance s of 

th e r oom (vol ume, presence of furniture, equipment, cables , etc.).  

Therefore,  the fo llowing sentence concerning mandatory (micr o)biological validation should 

be included in the SPC: "The user shall always carry out a microbiological valida tion of the 

disinfe cti on in th e rooms to be disinfected (or in a suitable "standard room", if a pplica ble) 

with the devices to be used, after whi ch a protocol for disinfection of these rooms can be 

made and used thereafter."  Biological validation is perform ed by monito ring ef fic acy agai nst 

a challenging test organism (e.g. Geobacillus stearothermophi lus  spores) during the room 

disinfection process.  

In case there are methods available for chemical monitoring of the active substance in the 

air or on surfaces, it is highly  recomm end ed to in clude in the use instructions in the SPC the 

advice that besides biolog ical validation , chemical validation should  be performed. In case of 

hydrogen peroxide this can be done with H 2O2 test strips, or with a device that measur es the 

conce ntratio n o f H2O2 in the air.  

5.4.2.6  Swimming pools, spas and hot tubs  

5.4.2.6.1  Introduction  

Disinfectants  are used to treat water in swimming pools,  spas and hot tubs. These may be 

public pools (which may be used by many people daily) or household pools or tub s (which 

mig ht be u sed  only oc casionally). An intermediate situation consis ts of facilities in hotels , 

housing complexes or sports clubs, where the bather load may be lower than in a fully public 

facility, but still high compared to private, domestic facil ities.  

Disin fectant  pr oducts c an be added to a pool continuously, intermitt ently, by shock dosing or 

through generation in situ . Large public fa cilities may have dedicated staff to maintain the 

pool using automated control systems, whereas smaller pools ma y be treated  using man ual 

meth ods by janitorial staff. Private pools may be  treated by individual hou seholders, 

supplemented in some cases by pr ofessional pool treatment personnel. Disinfection is only 

one aspect of pool maintenance and other activities, s uch as ensur ing the  correct pH  and the 

removal of pollutants by oxidation, flocculation and filtratio n, are essential to ensure 

adequate water q uality.  

The principal purpose of the use of disinfectants is to treat the water to prevent the water -

borne trans mission of p athogen s b etween p ool users. Supplementary purposes are to ensu re 

the aesthetic quality o f a pool (by ensuring that algae do not res ult in turbid water or 

unsightly and slippery microbial growth on pool surfaces, such as the floor and walls of the 
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pool) an d to pr eve nt micro bial slime and biofilm formation in pipework and related 

equipment.  

Thi s section only deals with di sinf ection of t he p ool water and  the  pipework and related  

equ ipment co ntaining pool water. The disinfection of hard surfaces su rrounding th e pool is 

covered in section 5.4.2.3  of this Guidance.  

5.4.2.6.2  Data requirements  

See PT2 general data requirements . 

A detai led, non -exhausti ve list of the most relevant applications and test methodology is 

given in Claims Matrix PT2, table for ñSwimming poolsò: the claim s m atrices are a set of 

tables linked to this guidance document (see Appendix 1 fo r more information).  

Test met hods  

For effic acy testing of pool disinfectants , the tiered approach as described in section 

5.4.0.4.1 of this Guidance is pre ferred.  

The followi ng tests ar e required for a pool disinfectant following a tiered approach:  

¶ a quan titative suspension test (phase 2, step 1);  

¶ simulated -use tests with pool water or a surface test (phase 2, step 2)*;  

¶ and a field test (phase 3)**;  

all si mulating pra ctical con ditions appropriate to its intended use (temperature, contact time, 

soiling/bat her load , etc.).  

*  A phase 2, step 2 test m ay be appropriate in cases where a product has a specific use 

in surface disinfection. Otherwise, a simulated -use test is ap propria te for prod ucts 

intended to disinfect the water in a pool or spa.  

**  In some cases  the field trial can be waived. The OECD gu idance document (described 

below) is based on experience with hypochlorous acid/hypochlorite. Therefore, it is 

acceptable th at for pro ducts ba sed on hypochlorous acid/hypochlorite the field test is 

waived and only  laboratory test data are provided. In some  other cases, waiving the 

phase 3 test can also be justified.  

The OECD ñGuidance Document for Demonstrating Effi cacy of Pool  and Sp a D isinfect ants in 

Laboratory and Field testingò (OECD Series of Testing and Assessment No 170, version 

dated 08 October 2012 )  describes laboratory and field test methods, conditions and criteria 

needed to demonstrate the efficacy of a p ool disinfec tant. T he protocol  for field tests should 

be agreed upon between the applicant and CA bef ore a field test is initiated.  

For products  that are used for specific purposes such as disinfecting pipework, filters and 

filter media, it may be more app ropriate to test us ing  the EN 14885 methods for the 

disinfection of surfaces in institutional applica tions.  

Test org anisms  

Besides bacteria and viruses, protozoa can also be of importance in swimming pools. Fungi 

may pose a health hazard on wet surfaces su rrounding th e pool and  can cau se slime build -

up in the pipework. OECD guidance lists the organisms th at normally should be tested. 

Although alga e and protozoa in pools are in general only a problem when maintenance of 

the pool is not carried out properly, data against  algae and /or prot ozoa should be provided 

where claims against these target  organism s are  made.  
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5.4.2.6.3  Accept an ce  criteria  

A product will b e assessed to be sufficiently effective if the required laboratory and 

simulated -use tests and , where relevant, field tests have be en performe d (using the 

required test organisms and test conditions) and the pass criteria for the tests have be en 

met.  

When pass criteria are available in the standard tests these should be met.  

The OECD guidance document sets out crite ria for labo ratory and  field t ests. However, it 

may be noted that there is a current OECD project rev iew underway to look at criter ia for 

labora tory and field tests.  

Where these criteria are not met, the applicant can provide a justification as to why the 

product shou ld stil l b e consid ered acceptable.  

5.4.2.7  Toilets  

5.4.2.7.1  Introduction  

Biocides can be use d to disinfect  toilet bowl surfaces in diverse environmen ts including 

hospitals, industry, institutions or households. Toilet bowl biocides are available in a wide 

varie ty of forms,  such a s l iquids, foams, pow ders, gels, pastes and tablets.  

These products are often appl ied via pouring around the inside rim of th e toilet bowl 

surfaces with the area scrubbed afte r a minimum contact time.  

Other products are applied in the to ilet permane ntly. T hey  can be attached over the rim of 

the toilet bowl, stuck directly onto the side of the toilet bowl, placed directly in the cistern 

(water reservoir), or attached by other means. These products are normally dischar ged 

when the toilet is  flushed.  

Hard surf aces on the  inside of toilets are covered by this section. Surfaces on the outside  

and toilet seats, lids , etc. are covered b y section 5.4.2.3  ñhard surfacesò of this Guidance. 

The use of biocides in chemical toilets, most commonly found  on airplane s, trai ns,  and in 

portable toilets, is not covered in this section, (see section 5.4.2 .13  of this Guidance).  

5.4.2.7.2  Data requi r eme nts  

See PT2 general d ata requireme nts in 5.4.0.5  and 5.4.2. 2. 

A detailed, non -exhaustive list of the most relevant applic ations and  test me thod ology i s 

given in Claims Matrix PT2, table for ñToilet bowlsò: the claims matrices are a set of tables 

linked to this guid ance document (see Appendix 1 for more information) . 

Test methods  

For efficacy testing of toilet disinfectants , the tiered approac h as  descri bed in section 

5.4.0.4.1 of this Guidance  is preferred.  

The following te sts are required f or a hard surface disinfe ctant:  

¶ a quantitative sus pension test (phase 2, step 1);  

¶ and a quantitative surface test (phase 2, step 2);  

both  simulating  practi cal conditi ons appropriate to its intended use (temperature , soiling, 

contact time,  etc.).  

Several test methods for quantitati ve suspension and su rface tests are available.  
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Appendix 2 gives a list of recommended test methods. The followin g documents  are 

re comm ended f or surface disinfection:  

¶ EN 14885: gives an overview of what EN phase 2,  step 1 and step 2 test to use for 

differen t uses,  

if CEN standards are not relevant or ava ilable for the use or organisms claimed , the 

following documents  are recomm ended i f ap propria tely reflecting the application:  

¶ OECD guidance for the testing of biocid es: Quantitative method for evaluating the 

activity of microbiocides used on hard non -porous surfaces (these are surface tests 

which would be considered ph ase 2, step  2 test s).  

The use  of the specified tests is strongly recommended where they are relevant and 

appropriate. Where tests are not approp riate to the product other tests can be  used, 

although a justification for the relevance of the tests used shoul d also be p rovided . 

For produ cts intended to be added to the water reservoir or hanging down from the  rim of 

the bowl, the concentration of the product (or at least the active substance) in the water 

before, between and after flushing should be determined.  This can b e done by a n analy sis of 

the water under in -use conditions or, for products where all para meters are defined, by 

calculation. The lab oratory efficacy tests should be  performed using these concentrations.  

Tests in phase 3 are optional.  

When effic acy against  biofil m is  claime d a simulated -use test or field test has to be provided, 

next to a phase  2, step 1 test. See section 5.4.2.11  of th is Guidance  for test methods.  

Te st organisms  

The same test organisms as for hard surfaces should be tested. See section  5.4 .2.3.2  of t his 

Guidance  and Appendix 3.  

Products will normally only ta rget  bacteria and, optionally, y east s and viru ses. Fungi and 

spores ar e usually not relevant in  the toilet bowl but when efficacy i s claimed testing is 

required.  

5.4.2.7.3  Acceptance cr iteria  

A pr oduct w ill be asse ssed to be sufficiently effective if the required laboratory and, where 

relevant, field tests have been performed ( using the required test organisms and test 

conditions), and when the pass criter ia for the tests have been met.  

Where pass criteri a ar e avail able in the standard tests , these should be met.  

If the test does not pr ovide these criteria, the general criteria referenced in Appendix 4  can 

be taken as guidance for the level of reduction required. Deviations from the pass criteria 

are possi ble but mus t be justified in the application.  

5.4.2.8  Air - conditioning systems  

5.4.2.8.1  Introduction  

Disinfection of air -conditioning systems i s similar to hard surfa ce disinfection since only the 

surfaces in the system are disinfected and not the air its elf. The di fferenc e wi th gene ral 

surface disinfection is that the surfaces are mostly hidden inside t he system and cannot be 

reached easily with out taking it apart (fo r instance for air -conditioning systems in cars, 

dismantling the system would not be desi rable).  

In general , di sinfect ants for air -conditioning systems are applied by airborne diffusion of a n 

aerosol, a smoke, a vapour or a gas. The biocide is commonly app lied to an air -conditioning 
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system at the inlet of the system. This way the biocide is su cked into a nd pass es t hrough 

the system  when it is operational .  

Preservation of cooling liquids is no t covered under PT2 but rather within PT11 

(preservatives for liquid cooling and processing systems) . 

5.4.2.8.2  Da ta requirements  

For products that are applied by ai rborne diff usion o f an  aeroso l, a smoke, a vapour or a gas 

the same test methods and test organisms s hould be used as for room /airborne  disinfec tion. 

Therefore, the same data requirements as for section 5.4.2.5  of this Guidance (Room 

disinfection / automated  airborne d isinfec tion  of sur faces ) are applicable here.  

The following test is required for a disinfe ctan t for air -conditioning systems:  

¶ simulat ed-use test , such as  EN 17272  for disinfection using the airborne application 

(phase 2, step 2) .  

See section 5.4 .2.5  of thi s Guida nce for spe cifications.  

In the s imulated -use  test , the carriers inoculated with tes t organisms are placed in the air -

condition ing system at the beginning and at the end of the system. When it is not possible 

to put carriers in the system they should  be pla ced between  the biocide application site and 

the i nlet of the system and at the end  of the system, in the out - flowing air. If carriers at 

both sides fulfil  the criteria it can be assumed that the surfaces in between are also  

disinfected sufficientl y.  

For prod ucts th at are applied by manual spray, the test methods and test organisms used 

for hard surface disinfection should be emp loyed. See section 5.4.2.3  of this Guidance  (Hard 

surface disin fection) for data requirements.  

In addition to t hese data, the  app lica nt shou ld provide a justification that the spray 

apparatus is capable of reachin g all (hidden) surfaces of the air -conditio ning system.  

5.4.2.8.3  Acceptance  cri teria  

A product will be assessed to be sufficiently effective if the required labora tory and, w her e 

re leva nt, fie ld tests have been performed (using the required test organisms and test 

conditions), and when the pass criter ia for  the tests have been met.  

The same pass criteria can be used as for other surface disinfection ( section 5.4.2.3 .3 of this 

Guidanc e). The cri teria referenced in Appendix 4 can be used as guidance for what level of lg 

reduction is normally required. Deviatio ns from these are possible but have to be justified in 

the application.  

5.4.2.9  Equi pmen t disinfe ction by immersion  

5.4.2.9.1  Int rod uction  

Although  ins trument  or equipment disinfection can be considered equal to hard surface 

disinf ection, it differs from the intended use in  section 5.4.2.3  of this Guidance because it is 

mainly applied by immersion of the equipment or instruments in the biocide  soluti on o r by 

fi lling the equipment with the solution (disinfection of inner surfaces). T he products are 

intended for equipment used , for example, in healthcare facilities, laboratories and industry. 

The requirements for products to be used  fo r CIP are n ot incl uded  in thi s section and can be 

found in section 5.4.4.3  of this Guidance.  

Some of t he products used for the disinfection of me dical instruments, which are to be used 

specifically for diagnostic and/or therapeutic purposes for human be ing s, do not f all und er 
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the scop e of the BPR. Disinfectants that are specifically used for the disinfecti on of medical 

devices or a group of medical  devices (anaesthetic equipment, endoscopes, surgical 

instruments, incubators) are covered under the Medical  Device Direct ive 93/ 42/E EC. 

How ever, some disinfectants have a broader claim, for example, disinfection of instruments 

and surfaces. They are so ca lled ódual-use productsô as their distinct claims are covered by 

more than one legislative instrument. The B PR states that  such b ioci dal pro ducts should 

comply, in addition to the requirements laid down in the BPR  with the relevant essential 

requirements s et out in Annex  I to Council Directive 90/385/EEC of 20 June 1990 on the 

approximation of the laws of the Me mbe r States re lating to a ctive i mplantable medical 

devices, Council Directive 93/42/EEC of 14 June 1993 c oncerning medical devices and 

Directive 98/ 79/EC of the European Parliament and of the Council of 27 October 1998 on in 

vitro diagnostic medical device s.  

5.4.2.9.2  Data requi r ements  

Test  method s 

For efficacy testing of equipment disinfectants , the tiered approach as  described in section 

5.4.0.4.1 of this Gui dance  is preferred.  

The following tests are required for an instrument disinfectant:  

¶ a quantitative sus pension test (phase  2, ste p 1) ;  

¶ and a  quantitative carrier test (phase 2, step 2);  

both simulating practical c onditions appropriate to its intended use ( temperature, soiling, 

different  surfaces, contact time, etc.).  

Methods for testing the efficacy of equipment or  instrumen t  disinf ecta nts are  available.  

Appendix 2 gives a list of recommended test methods. The foll owing document is 

recommended for instrumen t disinfection:  

¶ EN 14885: gives an overview of which EN phase 2, step 1 and step 2 te st to use for 

different us es.  

The use  of the  specified tests is strongly recommended where they are relevant and 

appropriate.  

For d isinfection by immersion, the informatio n should be provided on how long the efficacy 

of the biocide solution can be guarante ed. 

For use in industr ial  and institu tional area s, no s pecific tests for instrument disinfection are 

given in EN  14885. Neverthe less, phase 2, step 1 suspension tests from  the industry and 

institutional areas can be used, by employing area specific soiling. For phase 2, step 2 test s, 

the inst rument test s for m edical areas are most appropriate. Soiling specific to the area of 

intend ed use should be employed.  

Test organisms  

For general disinfection of medical (including dental and veterinary) equipment, instruments, 

and equipment and other instr uments whic h are u sed in contact with skin or mucous 

membranes (e.g. instruments for pedicu re), efficacy against bacteria, yeasts  and  viruses 

must be demonstrated. For instruments and equipme nt used in laboratory and industry , the 

test organisms  specified for har d su rfaces should be tested.  

See section  5.4.2.3.2 of this Guidance , Appendix 3 , and  Appendix 4 . 
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5.4.2.9.3  Ac ceptance criteria  

A product will be assessed to be sufficiently effective if the required laboratory and, where 

relevant, field tests have been perfor med (us ing the req uired test organisms and test 

conditions), and when the pass criteria for  the t ests have been met.  

Where pass criter ia are available in the standard tests , these should be met.  

If the test does not provide these criteria, the g eneral crit eria re fere nced in  Appendix 4 can 

be taken as guidance for the level of reduction required.  Deviations from the pass criteria 

are poss ible but must be justified in the application.  

5.4.2.10  Texti le /laundry  process  disinfection  

5.4.2.10.1  Introdu ctio n  

Biocides can b e used to t reat te xtil es and fabrics in hospitals, healthcare facilities, industry, 

institutions or pr ivate homes, when relevant micro -organisms (pathogenic, spoiling) in the 

textiles have to be re duced. These products can be in the form of laundry product s which 

com bine de terg ent and  biocide or can be specialised products . Specialised products can be  in 

the form of laundry additives that  are added  to the wash cycle or as finishing products (e.g. 

fabric softeners) or similarly added as a pre - treatment or to  the last r insing step . 

Typic ally contaminated clothes, linen or other washable textiles are treated i n an appropriate 

washing machine. The bioci de is added in concentrated form and diluted in the machine with 

water according to the specification of the ma nufacturer to get a de fined c oncentration in 

the machine. The automated chemical - thermal process norma lly comprises of an (optional) 

ini tial pre - treatment step for heavily soiled laundry, followed by the main washing step (at a 

defined temperature and defi ned contact  time) and 3 to 4  rinsing steps with cold water.  

In some cases , laundry can be treated thro ugh a hand -wash process in a dilut ed biocid e, 

which can take the form of a pre -soak (after which machine washing is used), a hand wash 

only, or through so aking to di sinfect  tex tiles b efore they are destroyed (e.g. in an infectio us 

disease outbreak situatio n).  

5.4.2.10.2  Data req uirements  

See PT2 general data requirements. A detailed, non -exhaustive list of the most relevant 

applications and test methodology is given i n Claims Ma trix PT 2, t able fo r ñLaundry 

productsò: the claims matrices are a set of tables linked to this guidance document (see 

App endix 1 for m ore information).  

Test methods  

For efficacy testing of textile disinfectants , the tiered approach as described in section 

5.4.0.4 .1 of this Guidance  is preferred.  

The following tests are requi red for a textile dis infectant:  

¶ a quantitative susp ension test ( phase 2, step 1),  

¶ a quantitative carrier test involving carriers made of test fabric (cotton, polyester , 

et c.) (phase 2, s tep 2),  

Bot h shoul d simulate practical conditions relevant to its intended use (concentrati on of the 

product, temperature , soiling, di fferent fabrics, contact time, etc.).  

Currently, the following types of test are available:  

¶ phase 2, step 1 su spension te sts as desc ribed i n EN 14885,  
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¶ phase 2,  step 2 tests involving :  

o a full - scale laundry machine  test (EN 16616)  

o for products not intended to be used in washing machines, small - scale laboratory 

setting (e.g. for pre -soaking in a bucket) may be consid ered (e.g.  ASTM E2406 or 

ASTM E2274).  

In phase 2, step 2 tests fabric is contaminated with test organi sms and then expos ed to the 

disinfectant.  

The EN tests are strongly recommended where available and appropriate.  

For biocidal products used as disinfectan ts in comb ination  with  deter gents , e.g. in the pre -  

and main -wash , the following approach should apply :  

¶ Phase 2 , step 1 test should be done in co mbination with the detergent and 

disinfectant. All claimed disinfectant/detergent combinations and the claimed 

conditions  should  be t ested unless worst -case  conditions can be justified (e.g. testing 

only lowest an d highest concentrations of same disinfecta nt/detergent combination).  

¶ Phase 2 , step 2 test should be done according to EN 16616. Furthermore , as a 

minimum , the disi nfectan t/det ergent  combination should be tested. In principle all 

claimed disinfectant/deter gent combi nations and the various condition s claimed 

should be tested, unless worst -case  conditions can be justified (e.g. testing only 

lowest and highest  concentra tions o f sam e disi nfectant/detergent combination).  

For biocidal products used as disinfectan ts and app lied separately without a deterge nt , e.g. 

disinfection in the last rinse for textile , the following approach should apply:  

¶ Phase 2 step 1 test s hould be p erforme d wit hout a  detergent.  

¶ In case a disinfectant is applied in such way that it does not  come into  contact with a 

detergent, a just ified suitable test procedure for the phase 2 , step 2 test should be 

provided, e.g. a modified EN 16616 test wi thout dete rgent, with justif ication for the 

use of soiling that mimics the clean conditions.  

For comb ined cleaner -disinfection products  used as disinfectants for textile , the following 

approach should apply:  

Phase 2 , step 1 and phase 2 , step 2 tests shoul d be done with th e com bined cleaner -

disinfection product (without adding an extra detergent since the detergent is already 

included in the produc t).  

Table 10 . Efficacy testing versus disinfection at various steps of the washing 

process.  

Disinfection in  

Pre sence 

dete rgent / 

disi nfecta nt in 

washing step  

Testing  Test conditions  

Pre-wa sh*  
detergent and 
disinfectant  

Phase 2, ste p 1  

Phase 2, step 2  

Detergent and disinfectant at use 

concentration  

Temperature and contact time as in -
use instructions  

Dirty condition s 

Main wa sh*  dete rgen t and Phase 2, step 1  Deter gent and disinfectant at use 
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disinfectant  Phase 2, step 2  concentration  

Temperature and contact time as in -
use instructions  

Dirty conditions  

Last rinse*  disinfectant  
Phase 2, step 1  

Phase 2, step 2  

Temperat ure and co ntact ti me a s in -
use instructions  

Clean conditions **  

*  Steps of the  assumed washing cycle are: 1 )  pre -wash, 2)  main wash, 3) rinse.  

**  EN 16616 describes dirty conditions only. When clean conditions are in line with the intended use  justified 
mo dification s can be  mad e to t he interfering substance specified for loading the  washing machine in EN 16 616 . 

Test organism s 

Textile disinfection products should be at least sufficiently effective against bacteria and 

yeasts.  Efficacy tests with these organi sms should  always be p rovide d.  For all other groups 

of organisms, data only ha ve to be provided when activity against tho se organisms is 

claimed.  

Depending on the intended claims , the following test organisms can be chosen to be tested 

at the claimed tempe rature.  

Table 11 . The recomm ended test organisms for e fficacy testing of textile 

disinfection pro cesses.  

Claimed temperature (T)  Test organisms  

T Ò 40ºC  Organisms as indicated in EN 16616  (viruses as indicated in 
phase 2, step 1 test)  

40°C <  T < 60ºC  

Pseudomonas aeruginosa  

Escherichia coli (K12)  

Staphyloco ccus aureus  

Enterococcus faecium  

Candida al bicans  

Aspergillus brasiliensis  

Murine Parvovirus  

Mycobacterium terrae  

Mycobacterium avium  

All claimed groups of target organisms need to be tested  (phase 

2, step 1 and phase 2, step 2) . Additional water control a t 20 °C 
is needed to validate the organisms , and to show th at test 
conditions not related to temperature have no adverse effect, as 
indicated in EN 14885.  

T Ó 60ÜC 

Enterococcus faecium  

Murine Parvovirus  

Valid tests (phase 2, step 1 and phase 2, step 2 )  against E. 
faecium  permit  claims against bacteria, yeast, fungi and 
mycobacteria . 

An overview of reference test organisms, also for high temper atures, is giv en in Appendix 3.  
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Test conditions  

For products intended to be added to washing machines, information on the following in -use 

conditions should be provided:  

¶ the concentration of the product in the water during disinfecting process (i.e. washing 

or rinsing) . The water volume used can differ between wash and rinse cycle and 

different washing programs, but also between washing machines;  

¶ the water to the textile ratio  in the test is an important factor that should reflect the 

in -use conditions;  

¶ the temperature during the disinfection process (high when added in wash process, 

low in rinse process);  

¶ the contact time (differs between various washing pr ogrammes and washing  

machines).  

The laboratory tests should be performed under these conditions. The conditions for  

effective disinfection can normally only be carried out in  professional washing machines.  

If the exact conditions cannot be met, for example, in household machines, reasonable 

worst -case  conditions must be tested.  

Worst -case conditions, e.g.:  

¶ the lowest t emperature;  

¶ the highest volume of water (i.e. maximum dilution of the product);  

¶ the shortes t contact time;  

¶ the maximum load of laundry (i.e. smallest water to textile ratio) .  

When phase 2, step 2 tests involving fabric test carriers are performed, both the  micro -

organisms remaining on the test carriers, those released into the washing liquid and  those 

transferred to previously uncontaminated control carriers should be assess ed.  

Manual soaking or pre -soaking can be done at room temperature but for some inten ded uses 

the temperature might start high and will cool down during the contact time (e.g. where hot 

water is used, which cools naturally). This should also be taken into account in the tests.  

Soiling  

The interfering substance most appropriate for the in -use conditions should be used.  

5.4.2.10.3  Acceptance criteria  

A product will be assessed to be su fficiently effective if the required laboratory and, where 

relevant, field tests have been performed (using the required test organisms and test 

conditions), and when the  pass criteria for the tests have been met. When the product is 

intended to be used in  combination with or directly after a detergent, a  clear effect of the 

disinfectant alone should be demonstrated. There should be a significant difference (+lg 2) 

between  disinfectant+ detergent and the detergent alone.  

EN and VAH tests provide pass criter ia.  

No acceptance criteria have been specified in the ASTM standards for laundry (ASTM E 

2406 -04 or ASTM E 2274 -09).  

If the test does not provide pass criteria, the gener al criteria referenced in Appendix 4 can 

be taken as guidance for the level of reducti on required. Deviations from the pass criteria 

are possible but must be justified in the application.  
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5.4.2.11  Biofilms  

5.4.2.11.1  Introduction  

A biofilm is a complex aggregation of micro -or ganisms usually distinguished by the excretion 

of a protective and adhesive matrix attached to a solid surface in contact with a fluid. The 

matrix may incorporate other components derived from the environment.  

Once the first cell succeeds in attaching to a  surface and a biofilm starts to form, growth of 

the biofilm may become very  fast, as subsequent free floating bacteria find it much easier to 

attach to the developing matrix.  

Biofilms can grow in areas such as inside water tanks and the distribution pipel ines of 

hospitals, hotels, industries and, in general, in any water systems which have temperatures 

and nutrients adequate for microbial growth.  

The consequences of biofilm formation in a water system or facility may be severe 

depending on environmental co nditions and any safety and performance requirements.  

In healthcare faciliti es, biofilm contamination of medical equipment or water systems may 

increase the risk of nosocomial infections; in industrial facilities , biofilm may cause microbial 

contamination of production (pharmaceuticals, cosmetics, etc.); in other situations , biofi lms 

may be responsible for significant reduction of the performance of water systems by 

obstructing normal flow or they may ind uce corrosion of the pipelines.  

Several factors may c ontribute to biofilm formation, with important factors including the 

chemica l composition and roughness characteristics of the pipe, tank or tube circuit.  

Bacteria in biofilms are more resistant to disinfection than planktonic bacteria of the same 

species,  as the presence of extracellular polymeric substances can act as a physical  barrier 

to the biocide. This matrix may hamper biocidal penetration to the lower layers of the biofilm 

or may interact with the biocide and neutralise it. Additionally, the physio logical state of the 

bacteria in the biofilm differs from bacteria in suspen sion, which can also influence the 

susceptibilit y of the bacteria to biocides. Complex communication systems are often also 

present that allow increased tolerance of members of the  biofilm community to be initiated.  

Two types of activities of biocides against biofilm can be identified:  

1)  Prevention of biofilm formation: the biocide acts on biofilm formation (i.e. in this 

case the biocide is present before the biofilm is formed and m ay affect the early 

adhesion of cells to the surface or the vi ability of the cells);  

2)  Biofilm disinfection (ñcurativeò): the biocide acts on a mature biofilm (i.e. when the 

biofilm is already present on a surface and the biocide interacts with the biofi lm -

embedded cells, with a -cidal effect). Biocidal products of this type may also achieve 

detachment of the biofilm (possibly in con junction with physical action).  

In case where the biofilm is not removed as a result of the biocide treatment, it should be 

followed by the mechanical removal of the biofilm.  

The i ndustry  is increasingly developing new technologies for prevention, inactivation and/or 

detachment of biofilms and/or inactivation of biofilm embedded organisms, for example 

through the use of UV ligh t , water ionization or impregnated or coated materials and new 

biocides which claim spec ific efficacy against biofilms.  
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5.4.2.11.2  Data requirements  

There are currently no standard laboratory tests available to verify the efficacy of biocides 

against biofilms. As thi s is an area in which science is developing rapidly, the inform ation 

below should be considered as general guidance reflecting the state of knowledge at the 

time of writing this Guidance.  

Tests to demonstrate the efficacy of disinfectants according to EN a nd OECD are based on 

simpler models than are found in biofilms.  The available surface/carrier tests are not 

representative of biofilm models, as they do not consider the presence of extra cellular 

polymeric substances which act as a physical barrier to the  biocide.  

Other characteristics of the biofilm and biocidal pro duct should be taken into account. For 

example, if biocide impregnated materials claim a preventive effect on biofilm formation, the 

prevention of biofilm formation should be demonstrated, taki ng into consideration the half -

life of the impregnating substan ce which may differ depending on the material 

characteristics. The active substance may be released from the surface and/or may be 

inactivated by environmental factors.  

A standard suspension te st can only be used to confirm the basic activity of the product 

against the claimed organisms in a tiered approach.  

A suggested general approach could be:  

1)  a suspension test: any biocide claiming to act on biofilm, has to be first evaluated in 

standard suspension test (preferably EN);  

2)  a simulated -use effic acy test to demonstrate the ability of the product to exert a 

controlling effect on the biofilm under either static condition s or under flow 

conditions depending on the use pattern (claim). This cont rolling effect can be to 

destroy and detach, inhibit or p rev ent the formation of a biofilm;  

3)  a field trial, where the biofilm is formed under (simulated) use conditions.  

These tests should be performed in sequence to obtain more complete information on t he 

activity of the product on biofilm.  

For biofilm disinf ection (curative) a suspension test (as for (1) above) and suitable robust 

data from either a simulated -use test (2) or field trial (3) should be performed. If there are 

no robust data from a simulat ed-use test (2), a field test (3) is mandatory.  

For biofi lm prevention , the approach is different to that for biofilm disinfection, as the 

biocide is present before the biofilm is formed and may affect the early adhesion of cells to 

the surface or the viab ility of the cells. In this case , the suspension test (1)  may not be 

useful since the product might not have a cidal effect.  

Test methods  

Suspension tests  

The first step in the tiered approach is a suspension test. The CEN phase 2, step 1 tests are 

suitabl e as suspension tests. This test is only applicable for products that can be tested in 

suspension and which have a cidal effect.  

Simulated -use tests  

Standard laboratory tests to verify the efficacy of biocides against biofilms are not currently 

available. Therefore, before performing a biofilm test, the method s should be agreed upon 

with the CA.  
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Applicants should provide a method following the principles in this guidance and based on 

scientific evidence. During the development of the tests ,  CAs should be co nsulted to make 

sure that the tests are acceptable.  

Biofilms can be formed and evaluated in static or flow conditions. The way the biofilm is 

formed has an effect on the susceptibility of the biofilm to biocides: biofilms formed under 

flow conditions are g enerally more resistant to bioc ides than biofilms formed under static 

conditions.  

The conditions under which the biocidal products will have to operate should also be taken 

into account. Under static conditions , the disinfectant operates without the aid of  the 

removal effect of a fluid flow or shear stress. Under flow conditions the contact time might 

be shorter when shock dosing is used.  

Static tests are less expensive and easier to standardise, but flow tests are generally closer 

to the real use scenarios . 

In both cases, the reproducib ility and repeatability of results over time should be ensured; 

so a method that allows a series of observations, rather than a single observation, should be 

employed.  

Laboratory tests for evaluating the efficacy of biofilm d isinfectants should emulate the  

critical factors of a real -world environment. In most instances, a biofilm will not be 

comprised of a single species and tests based on consortia relevant to the end use should be 

employed when simulating actual use.  

In case s where only efficacy against b iofilms formed under static conditions is claimed (e.g. 

use in tanks without flow) it is sufficient to only test against these biofilms.  

Examples of methods for testing under flow and static conditions are described below, bu t  

other protocols are available  in the literature or may be under development.  

Static condition assay  

Standard laboratory tests to verify the efficacy of biocides against biofilms formed under 

static conditions are not currently available. However, the lit erature describes several 

metho ds of how to create a biofilm in the labo ratory under static conditions.  

An example of a semi -quantitative method for biofilm evaluation is the microplate test, 

where a biofilm is formed in static conditions and the amount of  biofilm can be quantified by 

spectrophotometric measurements. The number of living cells in the biofilm  before and after 

treatment can also be determined. In this case, the disinfectant operates without the aid of 

the removal effect of a fluid flow or she ar stress.  

A positive aspect of such an assay is that it is a low cost, easy - to -conduct test, that allow s 

several replicates and/or the testing of several conditions (several biocide concentrations, 

more species, etc.) to be performed, which would provide the basis for a more accurate and 

closer - to - reality test.  

This method consists of the formation of a bio film by the species of interest on the bottom of 

96 -well plates (the material and coating of the plates should be specified); the disinfectant 

may be pr esent before (preventive effect) or after (inhibition/removal effect) the biofilm is 

formed. The amount of biofilm (biomass) is quantified after staining of the adherent material 

and spectrophotometric measurement. Detecting chemicals such as ATP to measur e 

bacterial viability may also be used.  

Flow condition assay  
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Standard laboratory tests to verify the eff icacy of biocides against biofilm formed under flow 

conditions are not currently available. However, systems to generate a standard biofilm have 

been de veloped by CEN (CEN ISO/TS 15883 -5:2005 Annex F) and ASTM (ASTM E2196 and 

ASTM E2562). Using either of t hese reproducible biofilms, a method for the assessment of 

prevention and/or elimination of biofilm in terms of viable cells reduction and bacterial 

bio m ass reduction can be carried out.  

The CEN method consists of the production of a standard Pseudomonas a eruginosa  biofilm 

inside a Teflon tube, using a flowing system to s imulate a real world situation.  

ASTM E2196 and ASTM E2562 standards use biofilm rotat ing disc reactors, which are 

especially suited for high shear forces.  

The biofilm is then treated with a  disinfectant to evaluate the biocidal capacity to r emove or 

to reduce the biofilm.  

Other carrier types (e.g. silicon, steel, PVC, etc.) can be selected  and used depending on the 

biofilm development system, and the experimental conditions can be adapted to  compare 

the efficacy of different treatments in preventing biofilm formation.  

A reference substance of known activity must be tested in parallel (e.g. chlorine dioxide, 

sodium hypochlorite).  

Field trials  

As for other situations in which biocides are used,  only field tests (phase 3 tests) are fully 

representative of the activity of the biocide on biofilms, but these tests are difficult to 

standardise, and  such tests should be complemented by laboratory suspension or simulated -

use tests, which have a higher degree of robustness and reproducibility.  

A field trial should reproduce the in -use conditions of the worst - case situation of the 

intended uses.  

Prevent ion and/or elimination of biofilm (in terms of viable cells reduction and bacterial 

biomass reduction) should be demonstrated by sampling before and after disinfection.  

A field test can be waived if a suitably robust simulated -use test, which adequately mi m ics 

the in -use conditions is provided. A robust test could for instance be a complex pipe system, 

in which natural biofilm formation takes place, either in combination with the addition of 

standard organisms or not.  

Test organisms  

The choice of micro -orga nisms for a test is relevant since the use of only one organ ism per 

test is limiting and may not be fully representative of the real events leading to micro -

organism aggregation (biofilms in settings where disinfectants are used, are normally multi -

microbi al, i.e. composed of several different species). Moreover, c ontaminants from 

environmental sources may be embedded in the biofilm matrix which may redu ce the 

disinfectantôs efficacy. 

Bacteria are not the only inhabitants of biofilms, as both fungi and alga e may also inh ibit 

biofilms. Protozoans that consume bacteri a may feed on biofilms. Protozoan oocysts and 

virus particles can become entrapped in a biofilm and later detach, returning to the 

environment.  

In a suspension test, the standard organisms per cla imed group (bacteria, fungi, etc.) 

should be tested.  
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For a general claim of efficacy against biofilms, as a minimum, bacteria should be tested in 

laboratory biofilm tests. When action against other groups of organisms (e.g. fungi, algae , 

etc.) is claimed these should be tested as well.  

In suspension tests ,  the sta ndard organisms should be tested (see Appendix 3).  

Pseudomonas aeruginosa , Staphylococcus aureus and  Legionella spp . are acceptable test 

organisms for laboratory biofilm tests. Mixtures of test or ganisms for producing biofilms are 

only acceptable as additi onal tests as it is difficult to standardise such methods.  

In simulated -use  tests  or field trials the biofilm may be formed in vivo  with natur ally 

occurring micro -organisms.  

5.4.2.11.3  Acceptance criteria  

A product will be assessed to be sufficiently effective if the required laboratory and, where 

relevant, field tests have been performed (using the required test organisms and test 

conditions), and when the pass criter ia for the tests have been met.  

Where pas s criteria are available in the standard tes ts , these should be met.  

If the test does not  provide these criteria, the general criteria referenced in Appendix 4 can 

be taken as guidance for the level of reduction required. Deviations from the pass criteria 

are possible but must be justified in the ap plication.  

5.4.2.12  Soil  

Disinfection of soil and other substrates (in playgrounds) with biocides is not common (and 

so far not claimed for Annex I of the BPD or the ñUnion list of approved substancesò of the 

BPR). This i s more often done for plant protection. The refore, plant protection guidelines and 

EPPO standards on soil treatments should be referred to for test methods. The use of the 

test methods should be justified with the application.  

5.4.2.13  Other uses in PT2  

Several oth er uses are mentioned in the description of PT2: wastewater and hospital waste 

disinfection, algaecides for swimming pools and indoor/outdoor aquatic area (aquaria/garden 

ponds), foot baths in swimming pools, chemical toilets, disinfection of air. No data 

requirements and acceptance c riteria for thes e uses are currently available.  

However, the general principles for efficacy evaluation in PT2 are applicable for these other 

uses. Efficacy data should be adequate to demonstrate efficacy and suitability for th e 

intended use, based on labo ratory and/or practical data from existing and/or proposed new 

quantitative studies. If desired the design of any proposed efficacy tests may be agreed 

between the applicant and the CA taking into account all relevant condition s of use. Such 

factors includ e consideration of the organisms to be controlled, requirements for biocidal or 

biostatic effects, contact time and temperature and the nature and presence of interfering 

substances.  

Specific requirements should also be set on a case-by -case basis by the CA  as appropriate 

for specific claims.  

5.4.3  PT3  Veterinary hygiene biocidal products  

5.4.3.1  Int rodu ction  

Product Type 3 contains biocidal products used for veterinary hygiene purposes such as 

disinfectants, disinfecting soaps, oral or corpo ral hygiene products or with anti -microbial 
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func tion. Products used to disinfect the materials and surfaces associated with the housing 

or transportation of  animals are also included.  

Some of the products in PT3 are on the borderline with veterinary medici nal products or 

cosmetic products. If the produc t under investigation is within the scope of the Veterinary 

Medicinal Products Directive (2001/82/EC as amended by 2004/28/EC) it is excluded from 

the BPR for the respective use. When a product only has a cos m etic claim , e.g. cleaning 

skin, hoofs, paws) an d no reference is made to any biocidal claim , e.g. skin disinfection, 

activity against micro -organisms , it is excluded from the BPR.  

Borderline cases are discussed in more detail in the respective sections be low . Regarding 

disinfectants used in veterinary practices and hospitals see  the  agreement  reached  at the CA 

meeting in May 2015 (CA -May -2015 -Doc 8.3  -  final ) 20 .  

In the sections below the requirements and acceptance criteria for most common uses are 

specifi ed. For other  use s and claims th at are not sp ecif ically men t ioned the requ irements will 

be set on a case -by -case basis by the CAs.  

5.4.3.2  Disinfectants for hard surfaces in PT3  

5.4.3.2.1  Introduction  

Biocides can be used to disinfect hard surfaces, both porous and non -poro us, in areas suc h 

as animal housing (stables, cages, housing  for pets, etc.), animal transportation vehicles 

(including tyres), hatcheries, etc. These surfaces may be tables, floors, walls, the outsides of 

(milking) machinery (including milking robots and milking clusters /claws) and hard furniture, 

equipment, boots , etc. Products may be applied by spraying, wiping, foaming or soaking, 

and may be washed or wiped off after a certain contact time. Boots and tyres may be 

disinfected by walk - through, drive - throu gh bath or mat, or even by a ma chine (boot wash 

station), et c.  

The testing requirements for some specific uses of hard surface disinfectants are discussed 

in separate s ections, for example, beehives.  

Disinfection of inner surfaces of pipelines or reservoir s for milk, wate r or feed for animals are 

considered food an d feed contact surfaces and are therefore considered PT4 (see section 

5.4.4.3  of this Guidance). Outer surfaces of milking equipment are considered in this 

section.  

5.4.3.2.2  Data requirements  

Test methods  

For efficacy testing of veterinary hard surface biocidal pro ducts, the tiered approach as 

described in section 5.4.0.4.1 of this Guidance is preferred.  

The following tests are required f or a hard surface disinfectant:  

¶ a quantitative sus pension test (phase 2, step 1);  

¶ and a quantitative surface test (phase 2, step 2 ) ;  

both simulating practical conditions appropriate to its intended use (temperature, soiling, 

porous or non -porous  surfaces, contact time, etc.).  

Field tests in phase 3 are optional, according to  section 5.4.0.4.3  of this Guidance. No 

validated test metho ds are available yet.  

 

20  CA-May15 -Doc.8.3 -  final -  Disinfectants in veterinary practices and hospitals  

https://circabc.europa.eu/ui/group/e947a950-8032-4df9-a3f0-f61eefd3d81b/library/0015a899-662d-4b86-ab1d-d73b42bf1888/details
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Several methods for testing the efficacy of hard surfa ce disinfectants are available.  

Appendices 2 and 4 give a list of recommended test methods.  

The following documents are recommended for surface disinfection:  

¶ EN 14885: gives an ove rview of which EN phase 2, step 1 and step 2 t ests to use for 

different uses;  

¶ DVG guideline s:  relevant for testing against endoparasites and yeasticidal, fungicidal , 

virucidal and mycobactericidal  activity on porous and non -porous surfaces, as long as 

no E N tests are available  (available at  https://www.desinfektion -

dvg.de/index.php?id=2219 ) . 

The use of the specifi ed tests is strongly  recommended where they are relevant and 

appropriate. Where the tests are not appropriate to the product, other tests can be used, 

although a justification for the relevance of the tests used should also be provided.  

Since OECD tests ar e not specified for veterinary use, they ar e not specifically 

recommended.  

In th e veterinary area very often rough, porous surfaces have to be disinfected (i.e. wood, 

concrete, rough plastic materials). When tests for porous surfaces are available it is 

re commended to use the se tests for general surface disinfection in veterinary area s. 

For boot, tyre s, and equipment disinfection by immersion in a bath, the information should 

be provided on how long the efficacy of a bath can be guaranteed (time period, num ber of 

boots , etc. p assing through). Challenging efficacy tests , e.g. capacity t ests, see section 

5.4.0.4.1 of this guidance , should be done simulating the consecutive challenge not only by 

micro -organisms but also by soiling. A test with relevant organic soiling should be pr ovided 

in order to ensure that the biocidal product can be c hallenged successfully with the test 

organism until the end of the claimed period of use. Alternatively, for products with one  

active substance that can easily be measured, efficacy can be demonst rated  using a field 

test in which the amount of active subst ance is measured several times during the test 

period. Efficacy (suspension) tests should be provided with the concentration o f the product 

tested (in the suspension test) and the active substance  concentration obtained in the field 

at the end of the claim ed period of use.  

When efficacy against a biofilm is claimed, a simulated -use test or field test has to be 

performed, along wi th a phase 2, step 1 test. See section 5.4.2 .11  of this Guidance for t est 

methods.  

Where no phase 2, step 2 , or phase 3 tests are provided this must be justified in the 

application for authorisation and will be evaluated on a case -by -case basis.  

The EN tests are strongly recommended where available and appropriate. For an ov erview of 

available EN tests see Appen dices 2 and 4.  

Test or g ani sms  

Relevant groups of organisms to be controlled in the veterinary area can be bacteria, yeasts, 

fungal spores, viruses, mycobacteria, bacterial spores, and end opar asites (oocysts ).  

Veterinar y hard surface biocidal pr oduc ts should  be at least sufficie ntly  effective against 

bacteria and yeasts. Efficacy tests with these organisms should always be provided.  

Products for disinfection of veterinary instruments and/or  ani mal transportat ion vehicles  

shou ld not onl y be effect ive against b acteria and yeasts bu t  also against viruses.  

Activity against fungi is also required for products used in hatcheries.  

https://www.desinfektion-dvg.de/index.php?id=2219
https://www.desinfektion-dvg.de/index.php?id=2219
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For all other groups of organisms, data only have to be provided whe n ac tivity agai nst those 

organi sm s is claimed.  

The test o rgan isms used  in efficacy tests ar e normally stated in the applicable standard test 

methods. An overview of reference test or ganisms is given in Appendix 3.  

Test conditions  

It is important that the tests are performed using the sa me contac t time as claimed in the 

SPC. 

The claimed contact t ime has to be a realistic value, for instance:  

¶ for surface disinfection products used on the outside  of animal transport vehicles 

(specifically tyres) the contact time should not exceed 5 minutes;  

¶ for disi nfectants used on boots applied by spraying or walk - through bath the contact 

time should not exceed 1 minute;  

¶ for disinfectants applied by dipping in the bath, used on boots, materials , etc. the 

contact time should be as claimed in the SPC ;  

¶ for su rface disinfection products used in animal housing on floors , walls , etc. the 

contact times as stated in the standard tests should be taken into account.  

Additional contact times can be consider ed if appropriate and justified by the application 

(e.g. overn ight disinfection).  

Tests should be carried out with soiling  for clean or dirty conditions (low -  or high - level 

soiling) in accordance with the test requirements. Tests under clean conditions will only 

suffice when the instructions in the SPC state that cle aning prior to disinfection is necessary. 

If this is not sta ted in the SPC , the test should be d one under dirty conditions. The soiling 

needed for clean and dirty conditions can be found in the relevant EN tests and are 

referenced in Appendix 4. When the t est does not state two levels of soiling  the soiling 

refere nced in Appendix 4 should be used.  

Normally PT3 products are tested at 10ºC  or below since the temperature in animal housings 

may be low. For some uses higher temperatures are acceptable (e.g. hatc heries). Deviations 

from this temperature requirement must be justified in the application and will be evaluated 

on a case -by -case basis. Any limitations on the temperatures at which the product should be 

used, and for which efficacy has been proven should  be stated in the SPC . 

5.4.3.2.3  Acceptance criter ia  

A product will b e assessed to be sufficiently effect ive if the required laboratory and 

simulated -use  tests  or field t rials  have been performed (using the required test organisms 

and test conditions), and when the pass criteria for the tests have been met.  

Where pass crit eria are available in the standard test these should be met. For PT3 products 

the required lg reductions a re referenced in Appendix 4.  

Deviations from the pass criteria are possible but  must be jus tified in the application.  

5.4.3.3  Disinfection of bee hives  and  be ekeeping equ ipment  

5.4.3.3.1  Introd u cti on  

Disinfe ction of be ehiv es is don e to prevent spread of di seases from one bee population to 

the next.  

Only disinfection of empty bee hives and beekeeping equipment, w ith products without a 

medicinal claim, is a biocida l us e f or general d isinfection. Products used in beehives  wit h 
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bees, h oney and brood combes are  veterinary medicinal products. These products are within 

the scope of the Veterinary Medicinal Products Dire ctive (2001/82/EC as amended by 

2004/28/EC) and are th er efo re excluded from the BPR.  

I mp ortant dis ease which can be spread  via bee hives are Americ an foulbrood ( Paenibacillus 

larvae ), European foulbrood, ( Melissococcus plutonius ), Nosema ( Nosema apis, Nose ma 

ceranae ), chalkbrood ( Ascosphaera apis ) stonebroo d ( Aspe rgillus flav us) and some vira l 

diseases . Of these dise ases Amer ican foulbrood, which is an endospore - forming bacterium, 

is the most difficult to control.  

Normal practice in case of American and Eur opean foulbrood is to clean/disinfect bee hives 

and beek eep ing equipmen t and additio nally disinfec ted  by scor chin g with a blowtorch.  

5.4.3.3.2  Data requireme nts  

Test methods  

For efficacy testing of disinfection products for beekeeping, the tiered approach as describ ed 

in section 5.4.0.4.1 of this Guidance is p referred.  

The following tests are required f or disinfectants for beehives:  

¶ a quantitative su spension test (phase 2, step 1;  

¶ and a quantitative carrier test (phase 2, step 2) for porous surfaces;  

both simulating practical conditions appropriate to its intended use (tempe rature, soiling, 

different  surfaces, contact time, etc.).  

Field tests in phase 3 are optional, according to section 5.4.0.4.3  of this Guidance. No 

validated test methods are available yet.  

There ar e no standard tests available specifically for use in beehi ves. Phase 2, step 1 EN 

te sts for the veterinary area are suitable, and for sporicidal activity the EN 13704. EN phase 

2, step 2 tests for the veterinary area on porous material would be suitable b ut they are not 

available for all organisms yet. This can b e either EN  16437 phase 2, step 2 test on bacteria 

for the veterinary area on porous material or DVG guidelines on rough surfaces. These tests 

can be adapted for other organisms.  

In these tests , a refere nce substance must be included.  

Where no phase 2, ste p 2 tests fo r the veterinary area on porous material are available, the 

available test should b e adapted for this use (e.g. EN 1643 7 adapted for other organisms).  

When the claim for the product is to replace both the cleaning/disinfection step and the 

flam ing with a w elding torch, a field trial has to be provided in which it is demonstrated that 

the product is as efficacious against foulbrood infected hives as is cleaning with sodium 

hydroxide combi ned with scorching  with a blowtorch.  

For an overview of ava ilable EN te sts see Appendices 2 and 4.  

Test organisms  

Disinfection products for beehives should be at least sufficiently effective against bacteria 

and bacterial spores. Efficacy tests with these organisms should always be provided.  

For all other groups o f organisms,  data only have to be provided when activity agai nst those 

organisms is claimed.  
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For bacterial spores , only a test for the food area is available (EN 13704). For disinfection 

products f or beehives spores of two bacterial species should be teste d. Next to t he current 

standard test organism, Bacillus subtil is spores, also Bacillus cereus should be tested . 

Test conditions  

It is important that the tests are performed using the same contac t t ime as claimed in the 

SPC. 

The claimed contact time has to be a realistic value.  

It must be ensured that the disinfected parts stay wet during the contact time. When 

residual efficacy is claimed for dried products this should be demonstrated in efficacy te sts.  

For disinfection of beehives and beekeeping equipment,  test s should be performed under 

dirty conditions (high - level soiling) used for surfaces in the veterinary area. If beehives are 

not cleaned before disinfection the high - level soiling for suspensio n tests should be used, 

also in the porous surface test and  test s adopted from other areas of use (e.g. EN 13704).  

The soiling needed for dirty conditions can be found in the relevant EN test s and referenced 

in Appendix 4.  

For disinfection of beehives a te mperature of 10ºC or lower is acceptable. Deviations from 

this t emperature requirement must be justified in the application and will be evaluated on a 

case-by -case basis.  

5.4.3.3.3  Acceptance criteria  

A product will be assessed to be sufficiently effective if the re quired laboratory and 

simulated -use  tests  or field t rials  have b een performed (using the required test organisms 

and test conditions), and when the pass criter ia for the tests have been met.  

Where pass criteria are available in the standard test these shou ld be met. For PT3 products 

the required lg reductions are refer enced in Appendix 4.  

Deviations from  the pass criteria are possible but must be justified in the application.  

5.4.3.4  Anima l feet disinf ecti on  

5.4.3.4.1  Introdu ction  

Animal feet disinfection includes hoof and c law disinfection. Products are applied in a bath, 

through w hich the animals can walk, or as wipes, foam, spray, etc.  See section 5. 4. 3. 1 of 

this Guidance for overlap with other EU directives.  

5.4.3.4.2  Data  requireme nts  

Test me thod s 

For efficacy testing of animal fe et disinfection products, the tiered approach as described  in 

section 5.4.0.4.1 of this Guidance is preferred.  

The following tests are required f or an animal feet disinfectant:  

¶ a quantitative sus pension test (phase 2, step 1);  

¶ and a quantitative carrier t est (phase 2, step 2);  

both simulating practical condition s appropriate to its intended use (temperature, soiling, 

different surfaces, contact time, etc.).  

Field tests in phase 3 are optional, according t o section 5.4.0.4.3  of this Guidance. No 

validated test methods are available yet.  
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There are no standard tests  available specifically for use on animal feet. Phase 2, step 1 EN 

tests for veterinary area are suitable. Since hoofs are made of porous material  EN phase 2, 

step 2 tests for the veterinary area on  porous material would be suitable but these are not 

avail able for all organisms yet. Alternatively, DVG guideline tests on rough surfaces can be 

used.  

The phase 2, step 2 test design must always reflect the application. When no standard test 

is used the t est design should be discussed with, and agreed upon by, t he CA before testing 

takes place.  

When no phase 2, step 2 , or phase 3 tests are provided this must be justified in the 

application and will be eva luated on a case -by -case basis.  

For disinfection in a hoof bath, the information should be provided on how lon g the efficacy 

of a hoof bath can be guaranteed (time period, number of animals passing through). 

Challenging efficacy tests , e.g. capacity tests, see section 5.4.0.4.1 of this Guidance , should 

be d one simulating the consecutive challenge not only by micro -organisms but also by 

soiling. A test with relevant organic soiling should be provided in order to ensure that the 

biocidal produc t can be challenged successfully with the test organism until the e nd of the 

claimed period of use. When a challenge test is provided and the efficacy of the challenged 

solution has been determined at the end of the challenged period  the quantitative 

suspe nsion test can be waived. Alternatively, for products with one acti ve substance that 

can easily be measured , efficacy can be demonstrated using a field test in which the amount 

of active substance is measured several times during the test period. Efficacy (suspension) 

tests should be provided with the concentration of the  product tested (in the suspension 

test) and the active su bstance concentration obtained in the field at the end of the claimed 

period of use.  

For an overview of available EN tests see Appe ndices 2 and 4.  

Test organisms  

Animal feet disinfection should be a t least suffi cien tly effective a gainst bacter ia. Efficacy 

tests with t hese  organi sm s should always be provid ed.  

For all other groups of organisms, data only have to be provided when activity against those 

organisms is claimed.  

Test conditions  

It is importa nt that the tests are performed using the same contact tim e as claimed in the 

SPC. 

The claimed contact time has to be a realistic value, therefore maximum contact times are 

set.  

For animal feet disinfection products the contact time should not exceed 5 min utes . 

It must be ensured that it is possible to keep the d isinfected parts wet during the contact 

time in practice. When residual efficacy is claimed for dried products this shou ld be 

demonstrated in efficacy tests.  

Tests should be carried out with high - level soiling conditions in accordance with the test 

require m ents. Soiling conditions for animal feet disinfectants are the same as for other 

veterinary area disinfectants. The soi ling needed for dirty conditions can be found in the 

relevant EN tests and ref erenced in Appendix 4.  
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Normally animal feet disinfection p roducts are tested at 10ºC since feet disinfection is often 

carried out outside animal housings at low temperatures. Deviations from this temperature 

requirement must be justified in the application  and will be evaluated on a case -by -case 

basis.  

5.4.3.4.3  Acceptance  cri teria  

A product will be assessed to be sufficiently effective if the required laboratory and 

simula ted -use  tests  or field t rials  have been performed (using the required test organisms 

and test c onditions), and when the pass criter ia for the tests have been met.  

Where pass criteria are available in the standard test these should be met. For PT3 products 

the required lg reductions are referenced in Appendix 4.  

Deviations  from the pass criteria are possible but must be justified in the application.  

5.4.3.5  Teat di s infection  

5.4.3.5.1  Introduction  

Teat disinfection products  are  used to disinf ect the teats  of the udder of dairy an imal s, e.g. 

cows, sheep and goats , bef ore or after milking. Products can be applied by dipp ing, 

spraying, foaming, wiping, etc.  

See section 5. 4. 3. 6.1  of this Guidance for overlap with other EU direct ives . 

5.4.3.5.2  Data requirem ents  

Test met h ods  

For effic acy testing  of teat disi nfection products, the ti ered approach as described in section 

5.4.0.4.1 of th is Guidance is preferred.  

The following tests are required  for a teat disinfectant:  

¶ a quantitative susp ension test (ph ase 2, step 1 ) ;  

¶ and a quant itative car rier  test (ph ase 2, step 2), or a fiel d test;  

all simulating practical conditions appropriate to its  intended use (temperature, soiling, 

different surfaces, c ont act time, etc.).  

Phase 2, step 1 tests  for  the veterinary  area, with r elevant soilin g for te at disi nfection should 

be used.  

No Europe an standard phase 2, step 2 tests are available for teat disin fection. To 

demonstrate efficacy a phase 2, step 2 tests s hould be provided with a test design rele vant  

for the use. T he test desig n mu st reflect  the applic atio n and sho uld be discussed with and  

agreed by the CA before testing takes place.  

When standard te sts become available, which are relevant for teat disinfec tants, it is 

recommended to use these tes ts.  

Alternatively a  phase 3 test ,  fi eld trial,  may be pro vide d with a test design relevant for the 

use. The test design must reflect the application, should include a control with water instead 

of biocide, and shoul d be discussed with and agreed by the CA befo re testing take s place.  

Disi nfectant towel ettes/wipes  

For disinfec tant wipes, the phase 2, step 1 tests should be done preferably with the liquid 

extract ed from the wipe or if difficult to extract, use  the liqui d as it is before it is added to 

the wipe s. Phase 2, step 2 tests should be tests with mechanical acti on or, wh en this test is 

not avail able, with liquid extracted from the wipe (not the original li quid), with a justification 
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of the volume that is applied per square centimetre. In addition, a tes t mu st be performed  

that shows t hat either the  wipe will stil l disinfe ct after the wipe dries o ut or that the wipe 

stays wet long enough to disinfect accordi ng to the claim. In addition, the use directions can 

addre ss these issues, for instance, stating on  the  label that onl y wet wipes a re efficacious , or 

giving  exp iry dates  for re -sealable packages . 

For an overview of available EN tests see Appendices 2 and 4 . 

Example of phase 2, step 2 tests  

The phase 2, step 2 sur face carrier test can be derived from ada ptat ion of CEN TC 2 16 

surface te st s.  Instead o f a hard su rfac e carrier , carriers involved could  be made of material 

simulating the teat. Justification for th e used carrier should be provided.  

Cells of test organisms  should be applied and fixed onto the sur face  in a manner wh ich 

represent s pr e-  and pos t -applicati on, (dried in  case of pre -milking or n ot dried in case of 

post -milking), and incubated with the prod uct for the appropriate time (see EN phase 2, step 

2 test,  for example, EN  14349 or EN  16437, for g rowt h conditions, c ontrols, etc. ) . After 

incub ation with the product t he cell count reduction i s evaluated and compared to a water 

control.  

The test design s hould be discussed with and agreed by the CA before testin g takes place.  

Test organisms  

Teat disinf ecti on products sho uld be at lea st  sufficientl y effective  aga inst bact eria and 

yeasts. Efficacy  tests with these organi sms should always be provided.  

For all  other groups of organisms, data only have to be provided when activity against those 

organisms is inte nded to be clai med.  

Virucida l  ac tivity  

For products used as teat disinfectants , a differentiation in the virucidal activity is made.  

The claims can be:  

¶ virucidal activity , or  

¶ viru cidal activity against enveloped  viruses.  

For each claim , different test organisms should be tested.  

The EN 14675 test for virucidal activity in the veterinary area tests Bovine Enterovirus Type 

1 (ECBO), a non -enveloped virus. Wh en this test is pa ssed, virucidal activity can be claimed.  

Virucidal activity against enveloped viruses can be claimed when Vaccinia  virus is tested  in a 

(modified) EN 14675 test.  

The SPC should clearly state which  viru cidal claim is demonstrated.  When onl y virucidal 

activity against enveloped viruses is demonstr ated the claim cannot be ñvirucidal activity ò. 

Test conditio n s 

It is important that the tests are performed using the same contac t time as claimed in the 

SPC. The claimed contact time has to be a re alistic value, therefore maximum contact times 

are set.  For post -milking teat disinfection products the contact time is normally 1 minute bu t 

should not exceed 5 minutes.  

The contact time for pre -milking teat disinfec tion products is normally 30 seconds or  less 

and should not exceed 60 seconds.  Deviations from th is contact time requirement must be 

justified in the application for authorisation and will be evaluated on a case -by -case basis.  
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Tests for pre -milking product s should be carried out with either low  or high - level soiling for 

veterinary surfaces, depending on the instructions giv en for pre -cleaning procedures.  

Tests for post -milking products should be carried out with soiling for teat disinfectants in 

accordance with the test requirements. Soiling con ditions for teat disinfectants are 

mentioned in the bacter icidal test and should be used for the tes t with other organisms as 

well.  

The soiling needed can be found in EN 1656 and referenced in Appendix 4.  

For teat dis infection a test temperature of 30ºC or  lower is acceptable. Deviations from this 

temperature req uirement must be justified in the application and will be evaluated on a 

case-by -case basis.  

5.4.3.5.3  Acc eptance criteria  

A product will be assessed to be sufficiently effective if the required laboratory an d 

simulated -use  tests  or field t rials  have been performed (using the required test organisms 

and test conditions), and when the pass criter ia for the tests have been met.  

Where pass criteria are available  in the standard test these should be met. For PT3 p roducts 

the required lg reductions are referenced in Appen dix 4.  

Deviations  from the pass criteria are possible but must be justified in the application.  

5.4.3.6  Other animal corporal hygiene  

5.4.3.6.1  Introdu ctio n  

Disinfectants  for animal c orporal hygien e are used to d isin fect the skin of animals. This  

section includes all animal  skin disinfectants, which are not covered in the sections on teat 

or animal feet disinfection below.  

A product applied on animal ski n co uld be either a  biocidal or a ve terinary m edicinal or  a 

produ ct fo r cleaning or cosmetic pu rposes. If the product under  investigation is within the 

scope of the Veterinary Medicinal Products Directive (2001/82/EC as amended by 

2004/28/EC) it is exclude d fr om the BPR for the respectiv e use. When a product doe s no t 

have a biocidal claim (e.g. skin  disinfection, activity agai nst micro -organisms claimed) but 

only a cosmetic claim (e.g. cleaning skin, paws) it is excluded from the BPR for the 

respective use.  

Products for disin fection of da m aged skin  e.g. wound di sinf ectio n, or disinfection of 

undamag ed skin before medical treatm ent , e.g. pre -operative skin disinfection or 

disinfection before injection , are always  veterinary medicinal products.  

When applyin g fo r authorisation  for an anima l corporal hyg iene biocid al p roduct wi thin PT3 a 

detailed descr iption of the intended use shou ld be given, to prevent authorisation of 

veterinary medicinal products or medicinal uses, as biocides , e.g. the claim ñanimal skin 

disinfectionò is insufficient . 

For  products that fall u nder  the BPR  the data requirements des cribed in the following 

sections  apply.  
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5.4.3.6.2  Data requirements  

Test methods  

For efficacy testing of animal corporal hygiene products, the tiered approach as described  in 

section 5.4.0.4 .1 of this Gu idance is pref erred.  

The foll owing te sts are required for an animal  corporal hygiene disinfecta nt:  

¶ a quantitative su spension test (phase 2, step 1;  

¶ and a quantitative carrier test (phase 2, step 2);  

both simulating prac tical condition s appropriate  to its intend ed use (tem pera ture, soi ling, 

di fferent  surfaces,  contact time, etc.).  

Field tests in phas e 3 are optional, according to section 5.4.0.4.3  of this Guidance. No 

validated test methods are available yet.  

Phase 2,  ste p 1 tests for t he veterinary  area can be u sed.  

No Eur opea n standar d phase 2, step 2 tests a re available for animal skin disinfection . To 

demonstrate efficacy a phase 2, step 2 tests should be provided with a test design relevant 

for the use. The test d esig n must reflect the applicati on and should be discusse d wi th and 

agreed by the CA before tes ting takes place.  

When standard tests bec ome available, which are relevant for skin disinfectants, it is 

recommended to use these tests.  

For an overview of avail able  EN tests see A ppendices 4 a nd 6. 

Example of phase 2,  ste p 2 tests  

The pha se 2, step 2 surf ace carrier test can be derived from adap tation of CEN TC 216 

surface tests. Instead of a hard surface carrier, carriers could be made of material 

simulating ani mal skin 21. Method a re currently being develope d, but thei r ap titude fo r the 

re spective biocidal  use/demonstration of efficacy for animal  skin disinfectants remains to be 

proven. Justification for the used carrier should be provided.  

Cells of test organisms  cou ld be applied t o the surface , dr ied, and i ncubated wi th t he 

produc t for th e appropriate tim e (see EN phase 2, step 2 test, e.g. EN  14349, for growth 

conditions, controls, etc.). After incubation with the product the cell count reduction is 

evaluated an d co mpared to a wat er control.  

For an overview  of availab le EN tests s ee Appen dices 2 and 4.  

Te st organisms  

Animal corporal hygiene prod ucts should be at least sufficiently effective against bac teria 

and yeasts. Efficacy tests with these organi sms should a lway s be provided.  

For all other  gro ups of org anisms, dat a on ly have t o be pro vided when activi ty against those 

organisms is claimed.  

Te st conditions  

It is important that the tests are performed using the same contac t time as claimed in the 

SPC. The claimed contact time has to be a realistic value.  

 

21 Please take into account  EU r egulation 1069/2009, on animal by -products.  
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The clai med contact time ha s to be  a rea list ic value.  

It must be ensu red that the test surfa ce does not  remain wet longer than the part of the 

animal body treated with the product, for example, by using higher (more realistic) 

temperatures. When residual efficacy is c laimed this sho uld be demons t rat ed in effi cacy 

tests.  

Tests should  be carried ou t  with high  level or low level soiling conditions in accordance with 

the test requirements. Soiling conditions for animal corporal hygiene products are the same 

as for othe r ve terinary area d isinfec tants.  The soiling n eeded for c lean  and dirt y conditions 

can be found  in the relevant EN test s and referenced in Appendix 4.  

For animal corporal hygiene products a test temperature of 30ºC or lower is acceptable. 

Deviations from t his temperature req uiremen t must  be justified in the appl icat ion and w ill be 

evaluat ed on a cas e-by -case basis.  

5.4.3.6.3  Acceptance criteria  

A product will be assessed to be sufficiently effective if the required laboratory and 

simulated -use tests have been perform ed ( using the requi red tes t orga nism s and test  

conditions ), a nd when t he pass criter ia for the tests have been met.  

Where pass criteria are available in the standard test these should be met. For PT3 products 

the required l g10  reductions are referenced in  App endix 4.  

Deviat ions fr om the  pass criteria  are possib le but must be justified in  the appli cation.  

5.4.3.7  Disin fection of hatc hing - eggs  

5.4.3.7.1  Int r o du ction  

Disinfection of hatching -eggs includes the disinfection of eggs before they hatch in 

hatcheries. Products are applied in a bath, as a spr ay, as wi pes, fumigation, etc.  

5.4.3.7.2  Data requirements  

Test meth ods  

For efficacy testing of disinfection products for hatching -eggs, the tiered approach as 

described in section 5.4.0.4.1 of this Guidance is preferred.  

The following tests are requir ed for a dis in fectant for hatching -eggs:  

¶ a quantitative sus pension test (phase 2, step 1);  

¶ and a quantitative carrier test (phase 2, step 2);  

both simulating practical conditions appropriate to its intended use (temperature, soiling, 

different surfaces, contact tim e, et c.).  

Field tests in phase 3 are optional, according to sect ion 5.4.0.4.3  of this Guidance. No 

validated test methods are available yet.  

Phase 2, step 1 tests for t he veterinary area can be used.  As phase 2, step 2 test the EN test  

for porous surfaces shoul d be used for bacteria, and the DVG guidelines for other t est 

organisms should be used (see Appendix 4).  As an alternative porous surface  for disinfection 

of hatching -eggs , sterile egg shells may  be used  in phase 2, step 2 tests . If sterile egg shells  

are used, the recovery rate should be assessed.  

For egg disinf ection in a bath, the information should be provided on how long the efficacy of 

a bath can be guaranteed (time period, number of eggs passing th rough). Challenging 

efficacy tests , e.g. capacity tes ts, see section 5.4.0.4.1 of this Guidance , should be done  



Guidance o n the BPR: Volume  II Parts B+C  
Version 5. 0 November 202 2  

 
  

109  

 

simulating the consecutive challenge not only by micro -organisms but also by soiling. A test 

with relevant organic soiling should be provided in order to ensure that the biocidal product 

can be cha llenged successfully with the test organism until the end of the claimed period of 

use. When a challenge test is provided and the efficacy of the challenged solution has been 

determined at the end of the challenged period  the quantitative suspension test c an be 

waived . Alternatively, for products with one active substance that can easily be measured, 

efficacy can be demonstrate d using a field test in which the amount of active substance is 

measured several times during the test period. Efficacy (suspension)  tests should be 

provided with the product  with  the active  substance concentration obtained in the field at 

the end of the c laimed period of use.  

For products applied by airborne diffusion of an aerosol, a smoke, a vapour or a gas, with 

the intention to di sinfect the external surfaces of the eggs in the room, the  test methods are 

described in section 5.4.3.8 Room disinfection/a utomated airborne disinfection of surfaces of 

this guidance. These tests should be adapted to fit the conditions , e.g.  soiling, addi t ional egg 

shell surfaces (due to the eggs and racks in th e room ), etc. for veterinary use.  For an 

overview of available EN tests see Appendices 2 and 4.  

Test organisms  

Disinfection products for hatching -eggs should be at least sufficiently effective again st 

bacteria and fung al spores . Efficacy tests with these o rganisms should always be provided.  

For all other groups of organisms, data only have to be provided when activity agai nst those 

organisms is claimed.  

Test conditions  

It is important that the tests are performed using the same contac t time as claimed in th e 

SPC. The claimed contact time has to be a realistic value.  It must be ensured that the 

disinfected parts stay wet during the contact time. When residual efficacy is claimed for 

dried products this  should be demonstrated in efficacy tests.  

Tests should be  carried out with soiling for clean or dirty  conditions in accordance with the 

test requirements. Tests under clean conditions will only suffice when the instructions in the 

SPC state that cleaning prior to disinfection is necessary. If this is not stated in the SPC , the 

test should be done under dirty conditions. Soiling conditions for hatching -eggs disinfectants 

are the same as for other veterinary area disinfectants. The soiling needed for clean a nd 

dirty conditions can be found in the relevant EN tests and referenced in Appendix 4.  

For di sinfection of hatching -eggs , a temperature of 30ºC or lower is acceptable. Deviations 

from this temperature requirement must be justified in the application and w ill be evaluated 

on a case -by -case basis.  

5.4.3.7.3  Accep tanc e crite r ia  

A product will be assessed to be  sufficiently effective if the required laboratory or, when 

applicable, simulated -use  tests  or field t rials  have been performed (using the required test 

organisms  and test conditions), and when the pass criter ia for the tests have been met.  

Where pass crit eria are available in the standard test these should be met. For PT3 products 

the required lg reductions are referenced in Appendix 4.  

Deviations from the pass cr iteria are possible but must be justified in the applicati on.  
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5.4.3.8  Room disinfection/automated air borne disinfection of surfaces  

5.4.3.8.1  Introduction  

Once animals have been removed from an enclosure, automated airborne disinfection can be 

used to complete surface disin fection prior to the introduction of new animals. Automate d 

airborne disinfection can be part icularly useful in the remediation of animal diseases (e.g. 

avian influenza, African swine fever, bovine botulism).  

Room disinfection can offer  an additional preca ution for farms with high health status or 

those in which m icrobial pressure is very high.   

Automated airborne disinfection can also take place in PT3- related areas of slaughterhouses , 

as expected in the hygiene plan . 

The steps and key parameters of airbor ne disinfection  are  described in  section 5.4.2.5.1 , 

and te st conditions and pass criteria in Appendix 4 . 

5.4.3.8.2  Data requirements  

Test methods  

Airborne disinfection differs from the direct application of liquids to surfaces. Therefore the 

EN phase 2, step 2 stand ards for surface disinfection are not applicable for room 

disinfection.  

The following test is required for a room disinfectant:  

¶ simulated -use  test , such as  EN 17272 for disinfection using the airborne application 

(phase 2, step 2).  

The main principles of  EN 17272 are described in  section 5.4.2.5.2  

Test organism s 

Disinfection products for room disinfection  should be at least sufficiently effective against 

bacteria and yeasts . Efficacy tests with these organisms should always be provided.  

For all other grou ps of organisms, data only have to be provided when activi t y against those 

organisms is claimed.  

An ove rview of reference test organisms is given in Appendix 3.  

5.4.3.8.3  Acceptance criteria  

A product will be assessed to be sufficiently effective if the required sim ulated -use  test ha s 

been performed (using the required tes t  organisms and test conditions), and when the pass 

criteria for the test have been met.  

Where pass criteria are available in the standard tests , these should be met.  

If the test does not provide th ese criteria, the g eneral criteria referenced in Appendix 4 can 

be taken as guidance for the level of reduction required. Deviations from the pass criteria 

are possible but must be justified in the application.  

5.4.3.8.4  Provisions to be taken into account  

See secti on 5.4.2 .5.4  
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5.4.3.9  Textile disinfection in PT3  

5.4.3.9.1  Introdu ctio n  

Text ile disinfection products within PT3 are mainly used to disinfect the cloths used for teat 

cleaning/disinfection of dairy cattle before milking. Products are normally applied by dipping 

the cloth in  a disinfectant solution. For other uses , the requirements  below should be 

adapted to fit the intended use.  

5.4.3.9.2  Da ta requir ements  

Test methods  

For efficacy testing of textile disinfection products, the tiered approach as described in 

section 5.4.0.4.1 of this Guidance is preferred.  

The following tests are required fo r textile disinfection products:  

¶ a quantitative sus pension test (phase 2, step 1);  

¶ a quantitative carrier test involving carriers made of test fabric (cotton, polyester) 

(phase 2, step 2);  

both simu lating practical conditions appropriate to its intended us e (temperature, soiling, 

different surfaces, contact ti me, repeated challe nges, etc.).  

Field tests in phase 3 are optional, according to section 5.4.0.4.3  of this Guidance. No 

validated test methods  are available yet.  

Test methods for textile disinfection are described in section 5.4.2 .10 of this Guidance.  

Currently, the  follow ing tests are available:  

¶ phase 2, step 1 suspension tests as described in EN  14885,  

¶ phase 2, step 2 t ests involving test fa brics in:  

o a small scale laborator y setting (e.g. ASTM E240 6) or;  

o a full - scale laundry machi ne test (EN 16616, or DGHM).  

In phase 2, step 2 tests fabric is contaminated with test organisms and then exposed to the 

disinfectant. These tests should be adapted to fit the conditions (soiling, etc. see 4.8.2.3) for 

vete rinary use. For disinfection in washing machines a full - scale laundry mach ine test, 

according to test conditions mentioned in section 5.4.2.10.2  of this Guidance, is obligatory.  

The EN tests are str ongly recommended where available and appropriate. For an overview of 

available EN tests see Appendices 2 and 4.  

Test organisms  

Text ile disinfection products should be at least sufficiently effective against bacteria and 

yeasts. Efficacy tests with these o rgani sms should always be provided.  

For all other groups o f organisms, data only have to be provided when activity agai nst those 

org anisms is claimed.  

When the product is intended to be used at high temperatures (>40 ºC) relevant test 

organisms for these t emperatures should be used as described in section 5.4.0.4 .4 of this 

Guidance.  
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Tes t condition s 

It is important that the tests are performed using the same contact time as claim ed in the 

SPC. The claimed contact ti me has to be a realistic value.  The contact  time products 

intended for disinfection of textile in bet ween milking sessions can be several hours.  

Tests should be carried out with soiling for  clean or dirty conditions in accordance with the 

test requirements for the veterinary area. Tests under clean  conditions will only suffice when 

the instructions in the  SPC state that cleaning prior to disinfection is necessary. If this is not 

stated in the SPC , the test should be done under dirty conditions. Soiling conditions for 

milking - textile disinfectants ar e the same as for teat disinfectants. The soiling needed f or 

clean and dirty conditions can be found in the relevant EN standards  and referenced in 

Appendix 4.  

For textile disinfection a test temperature should be according to the use instructions. When 

th e textile is immersed in a bucket with warm w ater  it shoul d be t aken into acc ount  that the 

water tempe ratu re will d ecrease during the disinf ection process. This should be reflected in 

the test conditions.  

5.4.3.9.3  Acceptance criteria  

A product will be assessed to b e sufficiently effective if the required labo rato ry and 

sim ulate d-use or fiel d te sts have b een perform ed ( using the  required test organisms and 

test conditions), and when the pass criter ia for the tests have been met.  

Where pass criteria are available in t he standard test these should be met. For PT3  pro ducts 

the  requi red l g10  red ucti ons are re ferenced in  App endix 4.  

Deviations from the pass criteria are possible but must be justified in the application.  

5.4.3.10  Disin fection o f manure, litter and othe r substrates fo r veterinary use  

5.4.3.10.1  Introduction  

Manure mainly consists of urines and faeces (organic matters and intestinal bacteria) in 

which can also be mixed straw of litters in more or less big quantity, according to the 

breeding technique (partial slats or complete s la ts).  

Manure has a potential for spreading in fectious dis eases and biocidal products are used to 

destroy some infective agents and also control microbial agents responsible for malodours.  

Litters are usually used in animal housing (poultry, pigsties, etc. ) and also for pets in private 

uses. They abso rb urines an d faeces. Biocidal products are mainly used to deodorize and 

neutralize bad smells.  

5.4.3.10.2  Data re quir ements  

Test met hods  

For effi cacy testing o f disinfect s bi ocidal pr oducts used for manure an d litter dis in fection, the 

tiered approach as described in section 5.4 .0.4.1 of this Guidance is preferred.  

The followi ng tests are required:  

¶ a quantita tive  suspension tes t (phase 2, s tep 1),  

¶ and si mulated -use  tes t, or fie ld test  

all simulating pr actical conditions ap pr opriate to its intended use (temperature, soiling, 

diffe rent surfaces, contact time, mode of application, pH, etc.).  
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An example of a simul ated -use test could  be autoclave d ma nure or li tter collec ted in animal  

housing and tested in th e lab with inoculatio n of target organisms. A control without addition 

of disin fectants should be included. The test design should be discussed with and agreed b y 

th e CA before tes ting takes pl ace.  

In case o f products clai ming malo dour control, the same re quirements as mention ed in the 

section 5.4.0.5.4  of this Guidance, are required . 

Test organisms  

Generally, target organisms have to be representative of the vete rina ry area, as sta ted in EN 

148 85. 

For specif ic uses in indu stry, an exception can be made whe n sound justification  is provided. 

This will be evaluated on a case -by -case bas is.  

Taking into account the specificity of some kind of uses, it may be justified to t est additional 

target organi sm s (e.g. Brac hyspira hyo dyse nteriae  agent of swine dysentery,) , special 

growth cond it ions, etc.  

In case of malodour control, tests should be performed with odour producing micro -

organisms. A justification for which bacteria , fu ngi, etc. are r elevant to th e in tended use  

should be prov ided. Alo ng with these laboratory tests, an odour test can be performed.  

Test conditions  

It is important that the  test s are performed with the same contac t time as claimed in the 

SPC. The claimed contact time has to be a realistic value.  

Quantitative  suspension t ests must be carried out with high level soiling  conditions and a 

temperature of 10°C or less.  

The test te m perature should be according to the use instructions in the SPC  and appropriate 

to the uses (stables, private homes, etc.).  

Field and simu lated -use  test have to be performe d according to the dose, conditions and 

mode of application of the product. For exa m ple, if the product is applied on top of the 

manure, the product does not hav e to  be mixed with the organic m at te r but has to be put o n 

to p of it ( to mimic the diffusion an d evaluate efficacy in th e same conditions as in the 

practice).  

In case of litter, if persistence is claimed with some recommendations about the frequency 

of ren ewal , adequate simu lating tests (wit h appropri ate contrib utio n of orga nic matters in 

the test) have to be performed.  

Dev iations from these requirements must be justified in the a pplication for authorisation and 

will be evaluated on a case -by -case basis.  

5.4.3.10.3  Ac cept ance criteria  

A product will  be assessed t o be suffic ient ly effect ive if the required labor atory and, field (or 

simu lated -use) tests have been performed (using the required t est organisms and test 

conditions), and when the pass criter ia for the tests h ave been met.  

Where  pass criteri a ar e availabl e in the st anda rd test t hese should be met. For P T3 products 

the required lg10  reductions are referenced in Appendix 4.  

Deviations from the pass criteria are possible  but must be justified in the application.  
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5.4.3.11  Other  uses in PT3  

Several uses of PT3 products have been specified in the above sections and data 

requirements and accep tan ce criteria for these uses  are described. For products with other 

uses that do not fit in one of the described uses, it is up to the applicant to demonstrate 

efficacy in an appropriate way.  

In general, the tiered approach as described in section 5.4.0.4 .1 of this Guidance is 

preferred. Where possible the stand ard tests required for the described uses should be 

taken , e.g. EN phase 2, step 1 and step 2 tests for the veterinary area. Where the tests are 

not appropriate for the product, other tests can be u sed . In that case, a ju stification for the 

relevance of th e tests used should be provided. The test design should be discussed with 

and agreed upon by the CA before testing takes place. The evaluation will be done on a 

case-by -case basis by the CAs . 

5.4.4  PT4  Fo od and feed area disin fectants  

5.4.4.1  Introduction  

Product type 4  contains biocidal products used for the disinfection of equipment, containers, 

consumption utensils, surfaces or pipework associated with the production, transport, 

storage or consumption of food o r f eed (including drinking water) for humans and animals.  

Some disinfectants applied in the food or feed area can be either biocidal product or a 

preservative for food or feed. If the product under investigation is within the scope of 

Regulations (EC) 852/ 200 4, 853/2004 and 854/2004  on food hygiene, it is exclude d from 

the BPR. Regulation 852/2004 is on the hygiene of foodstuffs; Regulation 853/2004 lays 

down specific hygiene rules for food of animal origin; Regulation 854/2004 lays down 

specific rules for the  organisation of officia l controls on products of anima l origin intended for 

human consumption.  

In the sections below the requirements and acceptance criteria for most common uses are 

specified. For other uses and claims that are not specifically mentio ned  the requirements will 

be set on a case -by -case basis b y the CAs.  

Bacteria and yeast s are mandatory target organisms for PT4. For non -professional users , it 

is not feasible to differentiate bacteria and yeast s as target organisms.  The professional 

users  ma y discriminate between b acteria and yeast s, and in the food industry ,  the target 

organisms may differ between applications and production lines. Therefore, contact time and 

dose can be differentiated for bacteria and yeast s for professional users, if su ffi ciently 

justified in the  PAR. 

5.4.4.2  Disinfection of hard surf aces in food and feed area PT4  

5.4.4.2.1  Introduction  

Biocides can be used to disinfect  har d surfaces in a reas such as food  industry,  kitchens i n 

re staurants  or homes, shops like but chers and grocery shops we re food is processed etc. 

These surfaces may be tables, fl oors, walls, the outsides of machinery, equipment, 

reservoirs for water or fe ed i n animal housin g etc. Produc ts are often w iped, spray ed, 

foamed, a pplied by low to high pre ssure etc., onto the surfa ce,  and maybe washed or wiped 

of f after a certain contact t ime.  

The testing requirements for some specific uses of hard surface disinfe ctan ts are discusse d 

in separate  sections, for  example, C IP, equipment  and  dishwashing disinfec tants etc.  






































































































































































































































































































































































































































































































































































































































































































































































