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OBJECTIVE
To determine the offaet of prolongsd storage on the efficacy of Diffteil-8
againat npores of Gloatridium diffielle.

The manufaciurats olaim thet the 10 litre drum of disinfectant remains efficaclous for
a 10 day perlod aftst preparation and whan transferrad to a apray hottis mey be kept

for 24 hours,

Pravious teste carfied out by this laboratory established the effieacy of Diffleil-8
undar clean and difdy condiflons with teat thne Intervals up to 80 mins. Thess tosts
demeonstratod o >Nogw reduction i 1 minute. Therefors, for the purpose of these
tomts only 1, 2 and 5 mins were tested. Testa were camled ouf on solutions stored in
the drum for 10 deyas and the gpray bottle for 24 hours after preparation.

TEST PRODUGT

DIFFICI-8 Part A:

ingredients ~ Sodium chlorite (»30%), Disodium hydrogenorthophoaphete, Sodium
dodeoyl sulphate and Sodium carbonate,

DIFFIGH.-S Part B
Ingradients — Clirle acid monohydrate and sodium dichlorocyanurate dehydrate,

The test product comprises the mixture of Part A and Part B (vachets of at least
12.6g each) into 101 water.

Lot namieer: Part A; 52012A Expiry Date: Fab 2010
Part B 520128 Explry Date: Jan 2010
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STORAGE CONDITIONS
Raom tamperature (approx 18 to 20°C), In » dry place out of direct sunfight.

Dragm 10 litras was prepared on the Menday and used to fil the spray
hottle. On Friday the second sample was collected by operating
the pump 18 times. On the following Monday and Wednesday
the same procadure was followad to collect the test samples,

Spray bottla The first sample was collected by purmping aut 80 étmkae into &
starlle container. Samples wars similarly collected at 8 and 24
hours.

TEST ORGANISME
Clostridhem difficlle NCTC 11208

TEST METHOD AND VALIBATION

No Europaan Phage 2/8tep 1 test hag as yet bean described to eatantish gporlcidal
activity of chemical disinfectants against Clostridium difficile in the medicel area. The
only Phase 2/8tap 1 test published to date is EN 13704 which la designataed for food,
industrial, domestlc and industrial areas. This tast looka for a » 2 logia reduction in 80
minutes under clean conditions only. The test product DIFFICHE-8 was tested
against Glostridium dificlle spores followlng the test conditions described in other
Phase 2/Sten 1 fesls for the medical srea,

PRODUCT TEST COMCENTRATION
1.28x supplied

APPEARANCE PRORUCT
Clear green solution

GONTAGT TIMES
1, 2 and 5 minutss

TEST TEMPERATURE
20°C
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INTERFERING SUBSTANCE
Clean condhions - 0.08 % bovine albumin (fnat concerntration)
Dirty conditlons - 0.3 % bovine albumin plus 3% washed sheep arythrocytes (final
congentration)

INHIBITION METHOD
Dilutlon/neutralization

NEUTRALIZER
Douhle strehgth Nutrlent Broth

Tests were performad to establish the sultability of this neutralizer in Inhibiting the
activity of the disinfectsnt without balng toxic to the test arganisms (method
demoribad In BN 14348),

SUMMARY OF TEST METHOD
The disinfectant wes prepared In sterile hard  watar, immzédimaly prior to

testing/storage.

A suspension of Clostridium diffiile was prapared, contalning at least 107 viable
gpares/ml. Tha EN 14348 test method involves mixing 1 mi of the test hactarla with
1 mi of saoil (0.3% alburnin or 3% atbumin plue 3% sheap erythrocytes) and then
adding 8 mi of test disinfactant. After the required contact time, 4 mi Is removed to 9
ml of recovery broth (8m! noutralizer and 1mi diiuent). Surviving test bacterla were
detactad by plating onto blood agar and incubated anasrobically for 3 -5 days,

REQUIREMENT

The test raquirements for EN 13704 (Phase2 Step 1 sporicidal test) is for a 3 logi

raduction in 60 minutas.
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RESULTS

SPORICIDAL ACTIVITY OF DIFFICILE-8 UNDER CLEAN AND DIRTY

‘CONDITIONS

(All tete cardad out in duplicate)

Solution stored in 2 apray bottle for 24 hour peried

“Tent nterval | Gontscttime | Log10 imitial | _ Logy reductions obtained
eount Clean Dirty
condiflons | conditons
1 min »3.82 - 4,38
Erash 2 mmins 6.82 “hB.92 447
fmins »6.82 4.61
T 1 min 619 420
# hours 3 ring 882 %73”?37?«”“ A7
5 mins 6,82 aB7
B 1 min TTgan 413
24 hours | 2mins 8.82 544 45§
B ming =687 478
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SPORICIDAL ACTIVITY OF DIFFICILE-S UNDER GLEAN AND DIRTY

CONDITIONS

(All tests carrted out In duplicate)

Solution storad in a drum for 10 daye

Gof'd

Tuwt interval | Gontactiime | Logi0 infial | Logs reductions obtained
' eount Clean Dirty
_— conditions conditions
Fansh - 1 min 7.82 »6.82 . 4.38
WMonday 2 ming »8.82 4.41
04.08,08 B ming 3,82 481
Friday 1 toln 7.52 371 TT3Te
0,08,08 T R N apt | A2
5 mins =.52 4.38
Wonday 1 mip 7.52 EY/ I i
11,0808 2. mins “ie2 | 397
Eming >B.52 IR
‘Wednesday | 1 min TAT 344 312
19.08,08 2mina T4 3.8
Er . TR A0E 1
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CONCGLUSION

Published EN tests for aporicidal activity have a requirament for a3 3 loge
reduction in 60 minutes. This was achieved after a contact time of 1 minute
under both tlean and dirty conditions with 'DIFFICIL-8' over a 24 hour in a
apray bottle and 10 day period In a atorage drum, The efficacy did reduce over
the storage period of 24 hours and 10 days but a >3 log,y reduction was
achieved within the test contact times,

It Is recornmended that when solutions are stored and decanted Into containers for
use that the contalner l.e. the drum and/or spray bottle, is fully emptied before heing

refilled.

Testing by the Hospital Infection Research Laboratory does not
imply approval or endorsement of this product,
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