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" A
Disinfectant Testing in Europe

- 1970 the Rudolf Schulke Stiftung foundet the “International Colloquium
for the Evaluation of Disinfectants in Europe®.
Experts from Austria, Belgium, (West-)Germany, the Netherlands,
Sweden, Switzerland and the United Kingdom

CEN TC 216 _
Chemical Disinfectants and Antiseptics 2015?;2?:;;‘ ic?t?r?tries
Sekretariat: AFNOR
TC 216 /WG 1 NAMed / D7
Human Medicine Desinfektionsmittel im Bereich der
DIN Humanmedizin
TC 216 / WG 2 NAL /DT
Veterinary Desinfektionsmittel im Bereich der
BSI Tierhaltung
TC 216 /WG 3 NAL /DL
Food hygiene Desinfektionsmittel im
AFNOR Lebensmittelbereich
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Disinfectant Testing in Europe - 3-Phase-Model

phase 1. basistest
phase 2 / step 1: guant. suspension test

phase 2 / step 2: uant. carrier test

field trials
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FUROPEAN STANDARD EN 14885
NORME EUROPEENNE
EUROPAISCHE NORM November 2006

ICS 11.080.20; 71.100.35

English Version

Chemical disinfectants and antiseptics - Application of European
Standards for chemical disinfectants and antiseptics

Antiseptiques et désinfectants chimiques - Application des Chemische Desinfektionsmittel und Antiseptika -
Normes européennes sur les antiseptiques et désinfectants Anwendung Europaischer Normen fiir chemische
chimiques Desinfektionsmittel und Antiseptika

This European Standard was approved by CEN on 6 August 2006.
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EN-Standard CEN TC 216 WG1 — Nov 2011

Standard test methods to be used to substantiate claims for disinfectant products - November 2011

Activity claims
Type and{'g:’ I::trpose of Phase / Step
P Bactericidal Fungicidal Yeasticidal Mycobactericidal | Tuberculocidal Virucidal Sporicidal
2/1 PrEN . T ”
Hygienic hand wash 13624rev
2/2 - - - -
2/1 prEN EN 14348 " -
Hygienic hand rub 13624rev enlargem.?
- - * * proposal s
i Steinmann/Eggers
N 2] 1 prEN wH *k ke *k
Surgical hand rub and 13624rev
surgical hand wash 272 o a o - o .
2/1 LEY EN 13624 WI00216068 (Jun 2011
Surface disinfection, 13624rev i ev (Jun )
clean and dirty conditions | 5, v{v;&%z;g%g . . . . WI00216070 (Nov 2011) |* proposal Gemein/Gebel
. . 211 WI00216068 (Jun 2011)
Instrument disinfection,
clean and dirty conditions 212 N proposal Gemein/Gebel
. 2/1
Water treatment against
- " T 271 : PrEN 13624 [ ENT4348 | ENT4348 | : :
emical-thermal linen
.. . o WI00216075 WI00216075 i .
disinfection 2/2 WI00216075 (Nov 2011) WI00216075 (Nov 2011) (Nov 2011) (Nov 2011)

* No work items are yet approved but relevant standards may become available in the future

universitatbonn

Institute for Hygiene
and Public Health
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** No intention to develop a test
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Surface disinfection - phase 2 / step 2 —
guantitative carrier test — 4-Field Test

Wi 00216049:2011-11 (E)

a 4-Field Test
o}
§ E E 5. Working Draft CEN/TC 216/WG 1 N XXX
s 8 ~.
; 1', Date: November 2011
)]
a WI 00216049
; 1-4: Test fields, 25 cm? each
1. Inoculated field CENTC 216
<c> Secretariat: AFNOR

Chemical disinfectants and antiseptics - Quantitative test method
for the evaluation of bactericidal activity on non-porous surfaces with
mechanical action employing wipes or mops in the medical area - Test
method and requirements (phase 2, step 2)
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Sporicidal test (anaerobes) - phase 2 / step 1

o C. difficile Ribotyp 027 (by now NCTC 13366)
o C. difficile ATCC 9689

- Work Item based on experience with the hyperendemic strain
C.difficile R 027

- Ribotyp 027 sporulates much better than the ATCC strain

- Taurocholate is essential for germination of the spores
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Spore preparation — Integration of enzymatic step

- C. difficile Ribotyp 027 (spore harvest 02.02.09):

without enzymmatic step with enzymatic step

u niversitétbonnl
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Sporicidal test (anaerobes) - phase 2 / step 1

EUROFPEAN STAMDARD 2nd Draft
NORME EUROPEENNE
EUROPAISCHE NORM CENITC 216 WG1

June 2011

1=

English version
Chemécal aisinfectanis and antiseptics - Quantiative suspensian test for
the evaluaton of sponcidal activity of cheamécal disinfectants and
antiseptcs usad In the medical area nciuding mstrumant disinfection.
Test methad and regurements {phase 2, step 1)

with enzymatic step
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"
The modified EN 1500 hygienic hand rub test

Reference Under test
one half of volunteers other half of volunteers

-

contamination with 3 mL
murine norovirus

l

pre-disinfection
sampling (1 min)

Disinfection with

3 mL propan-2-ol 3 mL test
60% (Vv/v) product
2x30s 1x30s
| post-disinfection n ngdn:gSt:
© M. Eggers an - .
K. Steinhauer sampling (1 min) volunteers

Institute fo
aaaaaaaaaaaaa

: perform test
universitatbonn ”,:h
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roles
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Virucidal test — hygienic handrub - phase 2 / step 2

1* Working Draft CENTC 216/WG 1

Date: 2011-04
TC 216 W1 0021672772

CENITC 218

Secretariat: AFMOR

Chemical disinfectants and antiseptics — Virucidal Hygienic handrub —
Test method and requirements (phase 2/step 2)

Chemische Desinfekfionsmiffel wnd Andsepiika — Viuzide hygienizche Himdedesinfekiion — Prifrerfafren und
Anforderungen (Fhase 25 e 2)

Anfiseptiques ef desinfectants chimiques — Essai virucide pour ie fralement hygienique de mans par frictions —
Methode d'essai et prescriptions (phase 2f%efape 2)
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Virucidal test — phase 2 / step 1

CEN/TC 216

Date: 2011-09

REV.T

EN 14476

CENITC 216

Secretariat: AFMNOR

Chemical disinfectants and antiseptics — Quantitative suspension test for
the evaluation of vuricidal activity of chemical disinfectants and antiseptics
used in human medicine — Test method and requirements (phase 2, step 1)

Chemische Desinfeklfionsmiffel wund Antiseptika — Quanititafiver Suspensionsversuch Viruzidie fir in der
Humanmedizin verwendete chemische Desinfektionsmittel und Antiseplika — Prifverfahren und Anforderungen
{(Phase 2, Siufe 1)

Antizeptiques et désinfectants chimigues — Essai quantitafif de suspension pour I'évaluation de I'activité virucide
des antisepfigues ef desinfectants chimigues ufilisés en médicine humaine — Méthode d'essai ef prescriptions
(phase 2, éfape 1)
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" A
CENTC 216 4 Requirements

The product shall demonstrate at least a decimal log (Ig) reduction of 4 in virus titre of the test strains when tested

Date: 2011-09 in accordance with Takle 1 and Clauses 5,6, 7, 8, and 9.

REWV.T
Table 1 — Required test conditions
Test conditions Instrument disinfection Surface disinfection Hygienic handrub
EN 14476 va
and handwash
Test virus Poliovirua Poliovirus Poliovinuz
CEN/TC 216 Adenm_-m.rs Adenm:m.rs Adenm_-m
Norovirs Narovirnus MNorovirus
Secretariat: AFNOR [When temperature i= 40°C
ar higher: anby
Parnwowviruz
Test temperature according to the manufacturer's recommendation, but between
20 °C and 70 °C 20 ®C and 20 °C 20 °C and 20 °C
Contact time according to the manufacturer's recommendation, but not longer than
G0 min 5 mim or 80 min * 2 rmin
Interfering substances
a) clean 0.2 g bovine serum 0.3 g bowine serum albumin 0.3 gl bovine semum albwmin
albumin andfor {hamdrub)
. and/or . . . ]
b} dirty 3.0 gfl bovine serum albumin| 3.0 g bovine serum albumin plus
3.0 gl bovine serum plus 3.0 ml enythrocytes 3.0 ml erythrocytes
albumin plus 3.0 mil
aryth tBs {handwash )
: B Disinfectant Testing, Working Group Dr. J. Gebel
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Virucidal test — surface disinfection - phase 2 / step 2

CENTC 216/WG 1
CENTC 216

Movember 2011

CEMN TC 216
Secretariat: AFNOR

Chemical disinfectants and antiseptics — Quantitative non-porous surface

test for the evaluation of virucidal activity of chemical disinfectants used in
human medicine — Test method and requirements without mechanical
action (phase 2/step 2)

Chemische Desinfektionsmitiel und Anfizseplikea — Quantifativer Oberfldachen-Versuch zur Bestimmung der
winuzigen Wirkung chemischer Desinfekfionamiftel in Humanmedizin — Prifverfahren ahne mechanizche
Behandiumng wnd Anforderungen (Phase 2/5fufe 2)

Anfizepligues ef désinfectants chimiques — Essai guantitalif de swface non-poreuse pour Mevaluation de
Factivite wvirucide desinfectants chimigues ulilisés dans e domaine humain médicine — Methode dessai sans

action mécanigus et prescriphions (phase 2'éfape 2)

Verbund fiir Angewandte Hygiene eV
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" A
Desinfectant-Commission in the VAH

16 Members:
Dr. Christiansen, PD Dr. Eggers, Prof. Exner, Dr. Gebel,
Prof. Heeg, Dr. Hunsinger, Prof. Hingst, Prof. Kramer,
Prof. Martiny, Prof. Eikmann, PD Dr. Pitten,
Dr. Steinmann, Dr. Suchomel, Dr. Vossebein,
Prof. Wendt, Prof. Wolff

3 Guests:
Dr. Burghardt (BW)

Prof. Truyen (DVG)
Dr. Schwebke (RKI)
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"

4+4-\Working group:

« Members:
« 4 Members out of the Disinfectant Commission of VAH:
Dr. Christiansen, Prof. Heeg, Dr. Gebel, Prof. Martiny

* 4 Industrial Participants:
C. Ostermeyer (Bode),
Dr. Goroncy-Bermes (Schiulke),
Dr. Meyer (Ecolab), Dr. Rodger (Lysoform)

* RKI as Guest: Dr. Schwebke
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Certification and Listing

e 1959 first list with 51 disinfectant procedures

e Listing after testing the conformity of two independent expert
reports on the efficacy of the product with the DGHM guidelines
by experts from the Committee

 Three year validity of certificates
« Recommended by

« The guideline for hospital hygiene and infection control
Issued by RKI

» Federal infection control ordinances
« UVV - accident prevention regulations in health care

Verbund fiir Angewandte Hygiene eV
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Standardmethods and Requirements of DGHM

i il

mhp

mhp Verlag GmbH
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Integration of EN-Standards through VAH
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VAH List of Disinfectants 2011

Issued as of 01.04.2011
English/German
app. 1.000 commercial products

6 Application domains:
Hygienic handwash
Hand disinfection (hygienic - surgical)
Skin antisepsis
Surface disinfection
Instrument disinfection (manual)
Linen disinfection (chemothermal)
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EN-Standard CEN TC 216 WG1 — Nov 2012?

Disinfectant Testing, Working Group Dr. J. Gebel
IHPH — Institute for Hygiene and Public Health, University Bonn



