L, . . .. Colchester Hospital University [1'/14
- mproving safe preparation of injectable s Foundaton Tus

COLCEE‘__ESTE“R““‘ =2 T ——

" ..:_;_ij ““’ 2 _&:y_;::.__ =

= e s medicines: the effects of introducing a

e —

" = ~
. (L oy ot Pah et E s
L — - - = e —

- - I 111 1 mm-h;_ h.,.r' S N 1 L LT .
sporicidal agen aagll AT

p il .

ntroductior

 As a conseqguence of recent fatalities with the use of
aseptically-prepared Iinjectable medicines, the MHRA
recommended the Introduction of a sporicidal agent In oo
the first stage of a two-step decontamination process-. oporicidentroducton
 Our licensed Aseptics unit produces chemotherapy,
named-patient radiopharmacy and other Injectable 400%
(CIVAS) doses, using non-gassing isolator (Grade A)
technology Iin a Grade C room environment.
* Traditional GMP environmental monitoring methods 00
are employed, and historical monthly trending ] o
revealed a microbial recovery rate of 1.6% across =
Grade A. R . " -
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New Process
1st Stage - Wipe then Spray (sporicide)
2"d Stage - Spray (alcohol) then Wipe — _ _ _
* 3% reduction In ratio of spore-formers to vegetative organisms
« 20% reduction in overall contamination
* 50% improvement in microbial air quality in Grade C isolator rooms
Microbiological Trend Report  70% impro_vement IN microbi_al ailr quality in Grade D preparation rooms
Aseptics Area : Grade A lIsolators e 100% elimination of moulds in Grade A
July 2016

Azeptics Area - Grade A Isolator Averages Aseptics Area - Isolator Grade A %% Recoveries

Conclusion

A simple change of the sanitisation practice to a more robust wipe-spray-

=============================================== - spray-wipe process, using a chlorine-based sporicidal agent for the first

'spray’ step, significantly improves the background environmental

________________________________ CEmEEET conditions, reducing the risk of contamination, and thereby ensuring that
= R E“ Injectable medicines are prepared safely for the benefit of patients.
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